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AUTHORITY: Sec. 408 of Pub. L. 92-255, 86
Stat. 79, as amended by sec. 303 (a), (b) of
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of Pub. L. 94-237, 90 Stat. 244; sec. 111(c)(3) of
Pub. L. 94-581, 90 Stat. 2852; sec. 509 of Pub.
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SOURCE: 52 FR 21809, June 9, 1987, unless
otherwise noted.

Subpart A—Introduction

§2.1 Statutory authority for confiden-
tiality of drug abuse patient
records.

The restrictions of these regulations
upon the disclosure and use of drug
abuse patient records were initially au-
thorized by section 408 of the Drug
Abuse Prevention, Treatment, and Re-
habilitation Act (21 U.S.C. 1175). That
section as amended was transferred by
Pub. L. 98-24 to section 527 of the Pub-
lic Health Service Act which is codified



§2.2

at 42 U.S.C. 290ee-3. The amended stat-
utory authority is set forth below:

§290ee-3. CONFIDENTIALITY OF PATIENT

RECORDS.

(a) Disclosure authorization

Records of the identity, diagnosis, prog-
nosis, or treatment of any patient which are
maintained in connection with the perform-
ance of any drug abuse prevention function
conducted, regulated, or directly or indi-
rectly assisted by any department or agency
of the United States shall, except as provided
in subsection (e) of this section, be confiden-
tial and be disclosed only for the purposes
and under the circumstances expressly au-
thorized under subsection (b) of this section.

(b) Purposes and circumstances of disclosure
affecting consenting patient and patient regard-
less of consent

(1) The content of any record referred to in
subsection (a) of this section may be dis-
closed in accordance with the prior written
consent of the patient with respect to whom
such record is maintained, but only to such
extent, under such circumstances, and for
such purposes as may be allowed under regu-
lations prescribed pursuant to subsection (g)
of this section.

(2) Whether or not the patient, with re-
spect to whom any given record referred to
in subsection (a) of this section is main-
tained, gives his written consent, the con-
tent of such record may be disclosed as fol-
lows:

(A) To medical personnel to the extent nec-
essary to meet a bona fide medical emer-
gency.

(B) To qualified personnel for the purpose
of conducting scientific research, manage-
ment audits, financial audits, or program
evaluation, but such personnel may not iden-
tify, directly or indirectly, any individual
patient in any report of such research, audit,
or evaluation, or otherwise disclose patient
identities in any manner.

(C) If authorized by an appropriate order of
a court of competent jurisdiction granted
after application showing good cause there-
for. In assessing good cause the court shall
weigh the public interest and the need for
disclosure against the injury to the patient,
to the physician-patient relationship, and to
the treatment services. Upon the granting of
such order, the court, in determining the ex-
tent to which any disclosure of all or any
part of any record is necessary, shall impose
appropriate safeguards against unauthorized
disclosure.

(c) Prohibition against use of record in mak-
ing criminal charges or investigation of patient

Except as authorized by a court order
granted under subsection (b)(2)(C) of this sec-
tion, no record referred to in subsection (a)
of this section may be used to initiate or
substantiate any criminal charges against a

42 CFR Ch. | (10-1-14 Edition)

patient or to conduct any investigation of a
patient.

(d) Continuing prohibition against disclosure
irrespective of status as patient

The prohibitions of this section continue
to apply to records concerning any indi-
vidual who has been a patient, irrespective of
whether or when he ceases to be a patient.

(e) Armed Forces and Veterans’ Administra-
tion; interchange of records; report of suspected
child abuse and neglect to State or local au-
thorities

The prohibitions of this section do not
apply to any interchange of records—

(1) within the Armed Forces or witrhin
those components of the Veterans’ Adminis-
tration furnishing health care to veterans, or

(2) between such components and the
Armed Forces.

The prohibitions of this section do not
apply to the reporting under State law of in-
cidents of suspected child abuse and neglect
to the appropriate State or local authorities.

(f) Penalty for first and subsequent offenses

Any person who violates any provision of
this section or any regulation issued pursu-
ant to this section shall be fined not more
than $500 in the case of a first offense, and
not nore than $5,000 in the case of each sub-
sequent offense.

(g) Regulations; interagency consultations;
definitions, safeguards, and procedures, includ-
ing procedures and criteria for issuance and
scope of orders

Except as provided in subsection (h) of this
section, the Secretary, after consultation
with the Administrator of Veterans’ Affairs
and the heads of other Federal departments
and agencies substantially affected thereby,
shall prescribe regulations to carry out the
purposes of this section. These regulations
may contain such definitions, and may pro-
vide for such safeguards and procedures, in-
cluding procedures and criteria for the
issuance and scope of orders under sub-
section (b)(2)(C) of this section, as in the
judgment of the Secretary are necessary or
proper to effectuate the purposes of this sec-
tion, to prevent circumvention or evasion
thereof, or to facilitate compliance there-
with.

(Subsection (h) was superseded by section
111(c)(3) of Pub. L. 94-581. The responsibility
of the Administrator of Veterans’ Affairs to
write regulations to provide for confiden-
tiality of drug abuse patient records under
Title 38 was moved from 21 U.S.C. 1175 to 38
U.S.C. 4134.)

§2.2 Statutory authority for confiden-
tiality of alcohol abuse patient
records.

The restrictions of these regulations
upon the disclosure and use of alcohol
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abuse patient records were initially au-
thorized by section 333 of the Com-
prehensive Alcohol Abuse and Alco-
holism Prevention, Treatment, and Re-
habilitation Act of 1970 (42 U.S.C. 4582).
The section as amended was trans-
ferred by Pub. L. 98-24 to section 523 of
the Public Health Service Act which is
codified at 42 U.S.C. 290dd-3. The
amended statutory authority is set
forth below:

§290dd-3. CONFIDENTIALITY OF PATIENT
RECORDS

(a) Disclosure authorization

Records of the identity, diagnosis, prog-
nosis, or treatment of any patient which are
maintained in connection with the perform-
ance of any program or activity relating to
alcoholism or alcohol abuse education, train-
ing, treatment, rehabilitation, or research,
which is conducted, regulated, or directly or
indirectly assisted by any department or
agency of the United States shall, except as
provided in subsection (e) of this section, be
confidential and be disclosed only for the
purposes and under the circumstances ex-
pressly authorized under subsection (b) of
this section.

(b) Purposes and circumstances of disclosure
affecting consenting patient and patient regard-
less of consent

(1) The content of any record referred to in
subsection (a) of this section may be dis-
closed in accordance with the prior written
consent of the patient with respect to whom
such record is maintained, but only to such
extent, under such circumstances, and for
such purposes as may be allowed under regu-
lations prescribed pursuant to subsection (g)
of this section.

(2) Whether or not the patient, with re-
spect to whom any given record referred to
in subsection (a) of this section is main-
tained, gives his written consent, the con-
tent of such record may be disclosed as fol-
lows:

(A) To medical personnel to the extent nec-
essary to meet a bona fide medical emer-
gency.

(B) To qualified personnel for the purpose
of conducting scientific research, manage-
ment audits, financial audits, or program
evaluation, but such personnel may not iden-
tify, directly or indirectly, any individual
patient in any report of such research, audit,
or evaluation, or otherwise disclose patient
identities in any manner.

(C) If authorized by an appropriate order of
a court of competent jurisdiction granted
after application showing good cause there-
for. In assessing good cause the court shall
weigh the public interest and the need for
disclosure against the injury to the patient,
to the physician-patient relationship, and to

§2.2

the treatment services. Upon the granting of
such order, the court, in determining the ex-
tent to which any disclosure of all or any
part of any record is necessary, shall impose
appropriate safeguards against unauthorized
disclosure.

(c) Prohibition against use of record in mak-
ing criminal charges or investigation of patient

Except as authorized by a court order
granted under subsection (b)(2)(C) of this sec-
tion, no record referred to in subsection (a)
of this section may be used to initiate or
substantiate any criminal charges against a
patient or to conduct any investigation of a
patient.

(d) Continuing prohibition against disclosure
irrespective of status as patient

The prohibitions of this section continue
to apply to records concerning any indi-
vidual who has been a patient, irrespective of
whether or when he ceases to be a patient.

(e) Armed Forces and Veterans’ Administra-
tion; interchange of record of suspected child
abuse and neglect to State or local authorities

The prohibitions of this section do not
apply to any interchange of records—

(1) within the Armed Forces or within
those components of the Veterans’ Adminis-
tration furnishing health care to veterans, or

(2) between such components and the
Armed Forces.

The prohibitions of this section do not apply
to the reporting under State law of incidents
of suspected child abuse and neglect to the
appropriate State or local authorities.

(f) Penalty for first and subsequent offenses

Any person who violates any provision of
this section or any regulation issued pursu-
ant to this section shall be fined not more
than $500 in the case of a first offense, and
not more than $5,000 in the case of each sub-
sequent offense.

(g) Regulations of Secretary; definitions, safe-
guards, and procedures, including procedures
and criteria for issuance and scope of orders

Except as provided in subsection (h) of this
section, the Secretary shall prescribe regula-
tions to carry out the purposes of this sec-
tion. These regulations may contain such
definitions, and may provide for such safe-
guards and procedures, including procedures
and criteria for the issuance and scope of or-
ders under subsection(b)(2)(C) of this section,
as in the judgment of the Secretary are nec-
essary or proper to effectuate the purposes of
this section, to prevent circumvention or
evasion thereof, or to facilitate compliance
therewith.

(Subsection (h) was superseded by section
111(c)(4) of Pub. L. 94-581. The responsibility
of the Administrator of Veterans’ Affairs to
write regulations to provide for confiden-
tiality of alcohol abuse patient records under
Title 38 was moved from 42 U.S.C. 4582 to 38
U.S.C. 4134.)
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§2.3 Purpose and effect.

(a) Purpose. Under the statutory pro-
visions quoted in §§2.1 and 2.2, these
regulations impose restrictions upon
the disclosure and use of alcohol and
drug abuse patient records which are
maintained in connection with the per-
formance of any federally assisted al-
cohol and drug abuse program. The reg-
ulations specify:

(1) Definitions, applicability, and
general restrictions in subpart B (defi-
nitions applicable to §2.34 only appear
in that section);

(2) Disclosures which may be made
with written patient consent and the
form of the written consent in subpart
C;

(3) Disclosures which may be made
without written patient consent or an
authorizing court order in subpart D;
and

(4) Disclosures and uses of patient
records which may be made with an au-
thorizing court order and the proce-
dures and criteria for the entry and
scope of those orders in subpart E.

(b) Effect. (1) These regulations pro-
hibit the disclosure and use of patient
records unless certain circumstances
exist. If any circumstances exists
under which disclosure is permitted,
that circumstance acts to remove the
prohibition on disclosure but it does
not compel disclosure. Thus, the regu-
lations do not require disclosure under
any circumstances.

(2) These regulations are not in-
tended to direct the manner in which
substantive functions such as research,
treatment, and evaluation are carried
out. They are intended to insure that
an alcohol or drug abuse patient in a
federally assisted alcohol or drug abuse
program is not made more vulnerable
by reason of the availability of his or
her patient record than an individual
who has an alcohol or drug problem
and who does not seek treatment.

(3) Because there is a criminal pen-
alty (a fine—see 42 U.S.C. 290ee-3(f), 42
U.S.C. 290dd-3(f) and 42 CFR 2.4) for
violating the regulations, they are to
be construed strictly in favor of the po-
tential violator in the same manner as
a criminal statute (see M. Kraus &
Brothers v. United States, 327 U.S. 614,
621-22, 66 S. Ct. 705, 707-08 (1946)).
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§2.4 Criminal penalty for violation.

Under 42 U.S.C. 290ee-3(f) and 42
U.S.C. 290dd-3(f), any person who vio-
lates any provision of those statutes or
these regulations shall be fined not
more than $500 in the case of a first of-
fense, and not more than $5,000 in the
case of each subsequent offense.

§2.5 Reports of violations.

(a) The report of any violation of
these regulations may be directed to
the United States Attorney for the ju-
dicial district in which the violation
occurs.

(b) The report of any violation of
these regulations by a methadone pro-
gram may be directed to the Regional
Offices of the Food and Drug Adminis-
tration.

Subpart B—General Provisions

§2.11 Definitions.

For purposes of these regulations:

Alcohol abuse means the use of an al-
coholic beverage which impairs the
physical, mental, emotional, or social
well-being of the user.

Drug abuse means the use of a
psychoactive substance for other than
medicinal purposes which impairs the
physical, mental, emotional, or social
well-being of the user.

Diagnosis means any reference to an
individual’s alcohol or drug abuse or to
a condition which is identified as hav-
ing been caused by that abuse which is
made for the purpose of treatment or
referral for treatment.

Disclose or disclosure means a commu-
nication of patient indentifying infor-
mation, the affirmative verification of
another person’s communication of pa-
tient identifying information, or the
communication of any information
from the record of a patient who has
been identified.

Informant means an individual:

(a) Who is a patient or employee of a
program or who becomes a patient or
employee of a program at the request
of a law enforcement agency or official:
and

(b) Who at the request of a law en-
forcement agency or official observes
one or more patients or employees of
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the program for the purpose of report-
ing the information obtained to the
law enforcement agency or official.

Patient means any individual who has
applied for or been given diagnosis or
treatment for alcohol or drug abuse at
a federally assisted program and in-
cludes any individual who, after arrest
on a criminal charge, is identified as an
alcohol or drug abuser in order to de-
termine that individual’s eligibility to
participate in a program.

Patient identifying information means
the name, address, social security num-
ber, fingerprints, photograph, or simi-
lar information by which the identity
of a patient can be determined with
reasonable accuracy and speed either
directly or by reference to other pub-
licly available information. The term
does not include a number assigned to
a patient by a program, if that number
does not consist of, or contain numbers
(such as a social security, or driver’s li-
cense number) which could be used to
identify a patient with reasonable ac-
curacy and speed from sources external
to the program.

Person means an individual, partner-
ship, corporation, Federal, State or
local government agency, or any other
legal entity.

Program means:

(a) An individual or entity (other
than a general medical care facility)
who holds itself out as providing, and
provides, alcohol or drug abuse diag-
nosis, treatment or referral for treat-
ment; or

(b) An identified unit within a gen-
eral medical facility which holds itself
out as providing, and provides, alcohol
or drug abuse diagnosis, treatment or
referral for treatment; or

(c) Medical personnel or other staff
in a general medical care facility
whose primary function is the provi-
sion of alcohol or drug abuse diagnosis,
treatment or referral for treatment
and who are identified as such pro-
viders. (See §2.12(e)(1) for examples.)

Program director means:

(a) In the case of a program which is
an individual, that individual:

(b) In the case of a program which is
an organization, the individual des-
ignated as director, managing director,
or otherwise vested with authority to

11
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act as chief executive of the organiza-
tion.

Qualified service organization means a
person which:

(a) Provides services to a program,
such as data processing, bill collecting,
dosage preparation, laboratory anal-
yses, or legal, medical, accounting, or
other professional services, or services
to prevent or treat child abuse or ne-
glect, including training on nutrition
and child care and individual and group
therapy, and

(b) Has entered into a written agree-
ment with a program under which that
person:

(1) Acknowledges that in receiving,
storing, processing or otherwise deal-
ing with any patient records from the
progams, it is fully bound by these reg-
ulations; and

(2) If necessary, will resist in judicial
proceedings any efforts to obtain ac-
cess to patient records except as per-
mitted by these regulations.

Records means any information,
whether recorded or not, relating to a
patient received or acquired by a feder-
ally assisted alcohol or drug program.

Third party payer means a person who
pays, or agrees to pay, for diagnosis or
treatment furnished to a patient on the
basis of a contractual relationship with
the patient or a member of his family
or on the basis of the patient’s eligi-
bility for Federal, State, or local gov-
ernmental benefits.

Treatment means the management
and care of a patient suffering from al-
cohol or drug abuse, a condition which
is identified as having been caused by
that abuse, or both, in order to reduce
or eliminate the adverse effects upon
the patient.

Undercover agent means an officer of
any Federal, State, or local law en-
forcement agency who enrolls in or be-
comes an employee of a program for
the purpose of investigating a sus-
pected violation of law or who pursues
that purpose after enrolling or becom-
ing employed for other purposes.

[62 FR 21809, June 9, 1987, as amended at 60
FR 22297, May 5, 1995]

§2.12

(a) General—(1) Restrictions on disclo-
sure. The restrictions on disclosure in

Applicability.
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these regulations apply to any infor-
mation, whether or not recorded,
which:

(i) Would identify a patient as an al-
cohol or drug abuser either directly, by
reference to other publicly available
information, or through verification of
such an identification by another per-
son; and

(ii) Is drug abuse information ob-
tained by a federally assisted drug
abuse program after March 20, 1972, or
is alcohol abuse information obtained
by a federally assisted alcohol abuse
program after May 13, 1974 (or if ob-
tained before the pertinent date, is
maintained by a federally assisted al-
cohol or drug abuse program after that
date as part of an ongoing treatment
episode which extends past that date)
for the purpose of treating alcohol or
drug abuse, making a diagnosis for
that treatment, or making a referral
for that treatment.

(2) Restriction on use. The restriction
on use of information to initiate or
substantiate any criminal charges
against a patient or to conduct any
criminal investigation of a patient (42
U.S.C. 290ee-3(c), 42 U.S.C. 290dd-3(c))
applies to any information, whether or
not recorded which is drug abuse infor-
mation obtained by a federally assisted
drug abuse program after March 20,
1972, or is alcohol abuse information
obtained by a federally assisted alcohol
abuse program after May 13, 1974 (or if
obtained before the pertinent date, is
maintained by a federally assisted al-
cohol or drug abuse program after that
date as part of an ongoing treatment
episode which extends past that date),
for the purpose of treating alcohol or
drug abuse, making a diagnosis for the
treatment, or making a referral for the
treatment.

(b) Federal assistance. An alcohol
abuse or drug abuse program is consid-
ered to be federally assisted if:

(1) It is conducted in whole or in
part, whether directly or by contract
or otherwise by any department or
agency of the United States (but see
paragraphs (c)(1) and (c)(2) of this sec-
tion relating to the Veterans’ Adminis-
tration and the Armed Forces);

(2) It is being carried out under a li-
cense, certification, registration, or
other authorization granted by any de-
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partment or agency of the TUnited
States including but not limited to:

(i) Certification of provider status
under the Medicare program;

(ii) Authorization to conduct metha-
done maintenance treatment (see 21
CFR 291.505); or

(iii) Registration to dispense a sub-
stance under the Controlled Substances
Act to the extent the controlled sub-
stance is used in the treatment of alco-
hol or drug abuse;

(3) It is supported by funds provided
by any department or agency of the
United States by being:

(i) A recipient of Federal financial
assistance in any form, including fi-
nancial assistance which does not di-
rectly pay for the alcohol or drug abuse
diagnosis, treatment, or referral activi-
ties; or

(ii) Conducted by a State or local
government unit which, through gen-
eral or special revenue sharing or other
forms of assistance, receives Federal
funds which could be (but are not nec-
essarily) spent for the alcohol or drug
abuse program; or

(4) It is assisted by the Internal Rev-
enue Service of the Department of the
Treasury through the allowance of in-
come tax deductions for contributions
to the program or through the granting
of tax exempt status to the program.

(c) Ezxceptions—(1) Veterans’ Adminis-
tration. These regulations do not apply
to information on alcohol and drug
abuse patients maintained in connec-
tion with the Veterans’ Administration
provisions of hospital care, nursing
home care, domiciliary care, and med-
ical services under title 38, United
States Code. Those records are gov-
erned by 38 U.S.C. 4132 and regulations
issued under that authority by the Ad-
ministrator of Veterans’ Affairs.

(2) Armed Forces. These regulations
apply to any information described in
paragraph (a) of this section which was
obtained by any component of the
Armed Forces during a period when the
patient was subject to the Uniform
Code of Military Justice except:

(i) Any interchange of that informa-
tion within the Armed Forces; and

(ii) Any interchange of that informa-
tion between the Armed Forces and
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those components of the Veterans Ad-
ministration furnishing health care to
veterans.

(8) Communication within a program or
between a program and an entity having
direct administrative control over that
program. The restrictions on disclosure
in these regulations do not apply to
communications of information be-
tween or among personnel having a
need for the information in connection
with their duties that arise out of the
provision of diagnosis, treatment, or
referral for treatment of alcohol or
drug abuse if the communications are

(i) Within a program or

(ii) Between a program and an entity
that has direct administrative control
over the program.

4) Qualified Service Organizations.
The restrictions on disclosure in these
regulations do not apply to commu-
nications between a program and a
qualified service organization of infor-
mation needed by the organization to
provide services to the program.

(6) Crimes on program premises or
against program personnel. The restric-
tions on disclosure and use in these
regulations do not apply to commu-
nications from program personnel to
law enforcement officers which—

(i) Are directly related to a patient’s
commission of a crime on the premises
of the program or against program per-
sonnel or to a threat to commit such a
crime; and

(ii) Are limited to the circumstances
of the incident, including the patient
status of the individual committing or
threatening to commit the crime, that
individual’s name and address, and
that individual’s last known where-
abouts.

(6) Reports of suspected child abuse and
neglect. The restrictions on disclosure
and use in these regulations do not
apply to the reporting under State law
of incidents of suspected child abuse
and neglect to the appropriate State or
local authorities. However, the restric-
tions continue to apply to the original
alcohol or drug abuse patient records
maintained by the program including
their disclosure and use for civil or
criminal proceedings which may arise
out of the report of suspected child
abuse and neglect.
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(d) Applicability to recipients of infor-
mation—(1) Restriction on use of informa-
tion. The restriction on the use of any
information subject to these regula-
tions to initiate or substantiate any
criminal charges against a patient or
to conduct any criminal investigation
of a patient applies to any person who
obtains that information from a feder-
ally assisted alcohol or drug abuse pro-
gram, regardless of the status of the
person obtaining the information or of
whether the information was obtained
in accordance with these regulations.
This restriction on use bars, among
other things, the introduction of that
information as evidence in a criminal
proceeding and any other use of the in-
formation to investigate or prosecute a
patient with respect to a suspected
crime. Information obtained by under-
cover agents or informants (see §2.17)
or through patient access (see §2.23) is
subject to the restriction on use.

(2) Restrictions on disclosures—Third
party payers, administrative entities, and
others. The restrictions on disclosure in
these regulations apply to:

(i) Third party payers with regard to
records disclosed to them by federally
assisted alcohol or drug abuse pro-
grams;

(ii) Entities having direct adminis-
trative control over programs with re-
gard to information communicated to
them by the program under §2.12(c)(3);
and

(iii) Persons who receive patient
records directly from a federally as-
sisted alcohol or drug abuse program
and who are notified of the restrictions
on redisclosure of the records in ac-
cordance with §2.32 of these regula-
tions.

(e) Explanation of applicability—(1)
Coverage. These regulations cover any
information (including information on
referral and intake) about alcohol and
drug abuse patients obtained by a pro-
gram (as the terms ‘patient” and
“program’ are defined in §2.11) if the
program is federally assisted in any
manner described in §2.12(b). Coverage
includes, but is not limited to, those
treatment or rehabilitation programs,
employee assistance programs, pro-
grams within general hospitals, school-
based programs, and private practi-
tioners who hold themselves out as
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providing, and provide alcohol or drug
abuse diagnosis, treatment, or referral
for treatment. However, these regula-
tions would not apply, for example, to
emergency room personnel who refer a
patient to the intensive care unit for
an apparent overdose, unless the pri-
mary function of such personnel is the
provision of alcohol or drug abuse diag-
nosis, treatment or referral and they
are identified as providing such serv-
ices or the emergency room has pro-
moted itself to the community as a
provider of such services.

(2) Federal assistance to program re-
quired. If a patient’s alcohol or drug
abuse diagnosis, treatment, or referral
for treatment is not provided by a pro-
gram which is federally conducted, reg-
ulated or supported in a manner which
constitutes Federal assistance under
§2.12(b), that patient’s record is not
covered by these regulations. Thus, it
is possible for an individual patient to
benefit from Federal support and not
be covered by the confidentiality regu-
lations because the program in which
the patient is enrolled is not federally
assisted as defined in §2.12(b). For ex-
ample, if a Federal court placed an in-
dividual in a private for-profit program
and made a payment to the program on
behalf of that individual, that patient’s
record would not be covered by these
regulations unless the program itself
received Federal assistance as defined
by §2.12(b).

(3) Information to which restrictions are
applicable. Whether a restriction is on
use or disclosure affects the type of in-
formation which may be available. The
restrictions on disclosure apply to any
information which would identify a pa-
tient as an alcohol or drug abuser. The
restriction on use of information to
bring criminal charges against a pa-
tient for a crime applies to any infor-
mation obtained by the program for
the purpose of diagnosis, treatment, or
referral for treatment of alcohol or
drug abuse. (Note that restrictions on
use and disclosure apply to recipients
of information under §2.12(d).)

(4) How type of diagnosis affects cov-
erage. These regulations cover any
record of a diagnosis identifying a pa-
tient as an alcohol or drug abuser
which is prepared in connection with
the treatment or referral for treatment
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of alcohol or drug abuse. A diagnosis
prepared for the purpose of treatment
or referral for treatment but which is
not so used is covered by these regula-
tions. The following are not covered by
these regulations:

(i) Diagnosis which is made solely for
the purpose of providing evidence for
use by law enforcement authorities; or

(ii) A diagnosis of drug overdose or
alcohol intoxication which clearly
shows that the individual involved is
not an alcohol or drug abuser (e.g., in-
voluntary ingestion of alcohol or drugs
or reaction to a prescribed dosage of
one or more drugs).

[62 FR 21809, June 9, 1987; 52 FR 42061, Nov. 2,
1987, as amended at 60 FR 22297, May 5, 1995]

§2.13 Confidentiality restrictions.

(a) General. The patient records to
which these regulations apply may be
disclosed or used only as permitted by
these regulations and may not other-
wise be disclosed or used in any civil,
criminal, administrative, or legislative
proceedings conducted by any Federal,
State, or local authority. Any disclo-
sure made under these regulations
must be limited to that information
which is necessary to carry out the
purpose of the disclosure.

(b) Unconditional compliance required.
The restrictions on disclosure and use
in these regulations apply whether the
holder of the information believes that
the person seeking the information al-
ready has it, has other means of ob-
taining it, is a law enforcement or
other official, has obtained a subpoena,
or asserts any other justification for a
disclosure or use which is not per-
mitted by these regulations.

(c) Acknowledging the presence of pa-
tients: Responding to requests. (1) The
presence of an identified patient in a
facility or component of a facility
which is publicly identified as a place
where only alcohol or drug abuse diag-
nosis, treatment, or referral is provided
may be acknowledged only if the pa-
tient’s written consent is obtained in
accordance with subpart C of these reg-
ulations or if an authorizing court
order is entered in accordance with
subpart E of these regulations. The
regulations permit acknowledgement
of the presence of an identified patient
in a facility or part of a facility if the
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facility is not publicy identified as
only an alcohol or drug abuse diag-
nosis, treatment or referral facility,
and if the acknowledgement does not
reveal that the patient is an alcohol or
drug abuser.

(2) Any answer to a request for a dis-
closure of patient records which is not
permissible under these regulations
must be made in a way that will not af-
firmatively reveal that an identified
individual has been, or is being diag-
nosed or treated for alcohol or drug
abuse. An inquiring party may be given
a copy of these regulations and advised
that they restrict the disclosure of al-
cohol or drug abuse patient records,
but may not be told affirmatively that
the regulations restrict the disclosure
of the records of an identified patient.
The regulations do not restrict a dis-
closure that an identified individual is
not and never has been a patient.

§2.14 Minor patients.

(a) Definition of minor. As used in
these regulations the term ‘‘minor”
means a person who has not attained
the age of majority specified in the ap-
plicable State law, or if no age of ma-
jority is specified in the applicable
State law, the age of eighteen years.

(b) State law mnot requiring parental
consent to treatment. If a minor patient
acting alone has the legal capacity
under the applicable State law to apply
for and obtain alcohol or drug abuse
treatment, any written consent for dis-
closure authorized under subpart C of
these regulations may be given only by
the minor patient. This restriction in-
cludes, but is not limited to, any dis-
closure of patient identifying informa-
tion to the parent or guardian of a
minor patient for the purpose of ob-
taining financial reimbursement.
These regulations do not prohibit a
program from refusing to provide
treatment until the minor patient con-
sents to the disclosure necessary to ob-
tain reimbursement, but refusal to pro-
vide treatment may be prohibited
under a State or local law requiring
the program to furnish the service irre-
spective of ability to pay.

(c) State law requiring parental consent
to treatment. (1) Where State law re-
quires consent of a parent, guardian, or
other person for a minor to obtain al-
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cohol or drug abuse treatment, any
written consent for disclosure author-
ized under subpart C of these regula-
tions must be given by both the minor
and his or her parent, guardian, or
other person authorized under State
law to act in the minor’s behalf.

(2) Where State law requires parental
consent to treatment the fact of a mi-
nor’s application for treatment may be
communicated to the minor’s parent,
guardian, or other person authorized
under State law to act in the minor’s
behalf only if:

(i) The minor has given written con-
sent to the disclosure in accordance
with subpart C of these regulations or

(ii) The minor lacks the capacity to
make a rational choice regarding such
consent as judged by the program di-
rector under paragraph (d) of this sec-
tion.

(d) Minor applicant for services lacks
capacity for rational choice. Facts rel-
evant to reducing a threat to the life or
physical well being of the applicant or
any other individual may be disclosed
to the parent, guardian, or other per-
son authorized under State law to act
in the minor’s behalf if the program di-
rector judges that:

(1) A minor applicant for services
lacks capacity because of extreme
youth or mental or physical condition
to make a rational decision on whether
to consent to a disclosure under sub-
part C of these regulations to his or her
parent, guardian, or other person au-
thorized under State law to act in the
minor’s behalf, and

(2) The applicant’s situation poses a
substantial threat to the life or phys-
ical well being of the applicant or any
other individual which may be reduced
by communicating relevant facts to
the minor’s parent, guardian, or other
person authorized under State law to
act in the minor’s behalf.

§2.15 Incompetent and deceased pa-
tients.

(a) Incompetent patients other than mi-
nors—(1) Adjudication of incompetence.
In the case of a patient who has been
adjudicated as lacking the capacity,
for any reason other than insufficient
age, to manage his or her own affairs,
any consent which is required under
these regulations may be given by the
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guardian or other person authorized
under State law to act in the patient’s
behalf.

(2) No adjudication of incompetency.
For any period for which the program
director determines that a patient,
other than a minor or one who has been
adjudicated incompetent, suffers from
a medical condition that prevents
knowing or effective action on his or
her own behalf, the program director
may exercise the right of the patient to
consent to a disclosure under subpart C
of these regulations for the sole pur-
pose of obtaining payment for services
from a third party payer.

(b) Deceased patients—(1) Vital statis-
tics. These regulations do not restrict
the disclosure of patient identifying in-
formation relating to the cause of
death of a patient under laws requiring
the collection of death or other vital
statistics or permitting inquiry into
the cause of death.

(2) Consent by personal representative.
Any other disclosure of information
identifying a deceased patient as an al-
cohol or drug abuser is subject to these
regulations. If a written consent to the
disclosure is required, that consent
may be given by an executor, adminis-
trator, or other personal representative
appointed under applicable State law.
If there is no such appointment the
consent may be given by the patient’s
spouse or, if none, by any responsible
member of the patient’s family.

§2.16 Security for written records.

(a) Written records which are subject
to these regulations must be main-
tained in a secure room, locked file
cabinet, safe or other similar container
when not in use; and

(b) BEach program shall adopt in writ-
ing procedures which regulate and con-
trol access to and use of written
records which are subject to these reg-
ulations.

§2.17 Undercover agents and inform-
ants.

(a) Restrictions on placement. Except
as specifically authorized by a court
order granted under §2.67 of these regu-
lations, no program may knowingly
employ, or enroll as a patient, any un-
dercover agent or informant.
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(b) Restriction on use of information.
No information obtained by an under-
cover agent or informant, whether or
not that undercover agent or inform-
ant is placed in a program pursuant to
an authorizing court order, may be
used to criminally investigate or pros-
ecute any patient.

[62 FR 21809, June 9, 1987; 52 FR 42061, Nov. 2,
1987]

§2.18 Restrictions on the use of identi-
fication cards.

No person may require any patient to
carry on his or her person while away
from the program premises any card or
other object which would identify the
patient as an alcohol or drug abuser.
This section does not prohibit a person
from requiring patients to use or carry
cards or other identification objects on
the premises of a program.

§2.19 Disposition of records by discon-
tinued programs.

(a) General. If a program discontinues
operations or is taken over or acquired
by another program, it must purge pa-
tient identifying information from its
records or destroy the records unless—

(1) The patient who is the subject of
the records gives written consent
(meeting the requirements of §2.31) to
a transfer of the records to the acquir-
ing program or to any other program
designated in the consent (the manner
of obtaining this consent must mini-
mize the likelihood of a disclosure of
patient identifying information to a
third party); or

(2) There is a legal requirement that
the records be kept for a period speci-
fied by law which does not expire until
after the discontinuation or acquisi-
tion of the program.

(b) Procedure where retention period re-
quired by law. If paragraph (a)(2) of this
section applies, the records must be:

(1) Sealed in envelopes or other con-
tainers labeled as follows: ‘‘Records of
[insert name of program] required to be
maintained under [insert citation to
statute, regulation, court order or
other legal authority requiring that
records be kept] until a date not later
than [insert appropriate date]”’; and

(2) Held under the restrictions of
these regulations by a responsible per-
son who must, as soon as practicable



Public Health Service, HHS

after the end of the retention period
specified on the label, destroy the
records.

§2.20 Relationship to State laws.

The statutes authorizing these regu-
lations (42 U.S.C. 290ee-3 and 42 U.S.C.
290dd-3) do not preempt the field of law
which they cover to the exclusion of all
State laws in that field. If a disclosure
permitted under these regulations is
prohibited under State law, neither
these regulations nor the authorizing
statutes may be construed to authorize
any violation of that State law. How-
ever, no State law may either author-
ize or compel any disclosure prohibited
by these regulations.

§2.21 Relationship to Federal statutes
protecting research subjects
against compulsory disclosure of
their identity.

(a) Research privilege description.
There may be concurrent coverage of
patient identifying information by
these regulations and by administra-
tive action taken under: Section 303(a)
of the Public Health Service Act (42
U.S.C. 242a(a) and the implementing
regulations at 42 CFR part 2a); or sec-
tion 502(c) of the Controlled Substances
Act (21 U.S.C. 872(c) and the imple-
menting regulations at 21 CFR 1316.21).
These ‘‘research privilege” statutes
confer on the Secretary of Health and
Human Services and on the Attorney
General, respectively, the power to au-
thorize researchers conducting certain
types of research to withhold from all
persons not connected with the re-
search the names and other identifying
information concerning individuals
who are the subjects of the research.

(b) Effect of concurrent coverage. These
regulations restrict the disclosure and
use of information about patients,
while administrative action taken
under the research privilege statutes
and implementing regulations protects
a person engaged in applicable research
from being compelled to disclose any
identifying characteristics of the indi-
viduals who are the subjects of that re-
search. The issuance under subpart E
of these regulations of a court order
authorizing a disclosure of information
about a patient does not affect an exer-
cise of authority under these research
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privilege statutes. However, the re-
search privilage granted under 21 CFR
291.505(g) to treatment programs using
methadone for maintenance treatment
does not protect from compulsory dis-
closure any imformation which is per-
mitted to be disclosed under those reg-
ulations. Thus, if a court order entered
in accordance with subpart E of these
regulations authorizes a methadone
maintenance treatment program to
disclose certain information about its
patients, that program may not invoke
the research privilege under 21 CFR
291.505(g) as a defense to a subpoena for
that information.

§2.22 Notice to patients of Federal
confidentiality requirements.

(a) Notice required. At the time of ad-
mission or as soon threreafter as the
patient is capable of rational commu-
nication, each program shall:

(1) Communicate to the patient that
Federal law and regulations protect
the confidentiality of alcohol and drug
abuse patient records; and

(2) Give to the patient a summary in
writing of the Federal law and regula-
tions.

(b) Required elements of written sum-
mary. The written summary of the Fed-
eral law and regulations must include:

(1) A general description of the lim-
ited circumstances under which a pro-
gram may acknowledge that an indi-
vidual is present at a facility or dis-
close outside the program information
identifying a patient as an alcohol or
drug abuser.

(2) A statement that violation of the
Federal law and regulations by a pro-
gram is a crime and that suspected vio-
lations may be reported to appropriate
authorities in accordance with these
regulations.

(3) A statement that information re-
lated to a patient’s commission of a
crime on the premises of the program
or against personnel of the program is
not protected.

(4) A statement that reports of sus-
pected child abuse and neglect made
under State law to appropriate State
or local authorities are not protected.

(5) A citation to the Federal law and
regulations.

(¢) Program options. The program may
devise its own notice or may use the
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sample notice in paragraph (d) to com-
ply with the requirement to provide
the patient with a summary in writing
of the Federal law and regulations. In
addition, the program may include in
the written summary information con-
cerning State law and any program
policy not inconsistent with State and
Federal law on the subject of confiden-
tiality of alcohol and drug abuse pa-
tient records.
(d) Sample notice.

CONFIDENTIALITY OF ALCOHOL AND DRUG
ABUSE PATIENT RECORDS

The confidentiality of alcohol and drug
abuse patient records maintained by this
program is protected by Federal law and reg-
ulations. Generally, the program may not
say to a person outside the program that a
patient attends the program, or disclose any
information identifying a patient as an alco-
hol or drug abuser Unless:

(1) The patient consents in writing:

(2) The disclosure is allowed by a court
order; or

(3) The disclosure is made to medical per-
sonnel in a medical emergency or to quali-
fied personnel for research, audit, or pro-
gram evaluation.

Violation of the Federal law and regula-
tions by a program is a crime. Suspected vio-
lations may be reported to appropriate au-
thorities in accordance with Federal regula-
tions.

Federal law and regulations do not protect
any information about a crime committed
by a patient either at the program or against
any person who works for the program or
about any threat to commit such a crime.

Federal laws and regulations do not pro-
tect any information about suspected child
abuse or neglect from being reported under
State law to appropriate State or local au-
thorities.

(See 42 U.S.C. 290dd-3 and 42 U.S.C. 290ee-3
for Federal laws and 42 CFR part 2 for Fed-
eral regulations.)

(Approved by the Office of Management and
Budget under control number 0930-0099)

§2.23 Patient access and restrictions
on use.

(a) Patient access not prohibited. These
regulations do not prohibit a program
from giving a patient access to his or
her own records, including the oppor-
tunity to inspect and copy any records
that the program maintains about the
patient. The program is not required to
obtain a patient’s written consent or
other authorization under these regula-
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tions in order to provide such access to
the patient.

(b) Restriction on use of information.
Information obtained by patient access
to his or her patient record is subject
to the restriction on use of his infor-
mation to initiate or substantiate any
criminal charges against the patient or
to conduct any criminal investigation
of the patient as provided for under
§2.12(d)(1).

Subpart C—Disclosures With
Patient’s Consent

§2.31 Form of written consent.

(a) Required elements. A written con-
sent to a disclosure under these regula-
tions must include:

(1) The specific name or general des-
ignation of the program or person per-
mitted to make the disclosure.

(2) The name or title of the indi-
vidual or the name of the organization
to which disclosure is to be made.

(3) The name of the patient.

(4) The purpose of the disclosure.

(5) How much and what kind of infor-
mation is to be disclosed.

(6) The signature of the patient and,
when required for a patient who is a
minor, the signature of a person au-
thorized to give consent under §2.14; or,
when required for a patient who is in-
competent or deceased, the signature
of a person authorized to sign under
§2.15 in lieu of the patient.

(7) The date on which the consent is
signed.

(8) A statement that the consent is
subject to revocation at any time ex-
cept to the extent that the program or
person which is to make the disclosure
has already acted in reliance on it.
Acting in reliance includes the provi-
sion of treatment services in reliance
on a valid consent to disclose informa-
tion to a third party payer.

(9) The date, event, or condition upon
which the consent will expire if not re-
voked before. This date, event, or con-
dition must insure that the consent
will last no longer than reasonably
necessary to serve the purpose for
which it is given.

(b) Sample consent form. The following
form complies with paragraph (a) of
this section, but other elements may
be added.
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1. I (name of patient) []J Request [] Authorize:
2. (name or general designation of program
which is to make the disclosure)

3. To disclose: (kind and amount of informa-
tion to be disclosed)

4. To: (name or title of the person or organi-
zation to which disclosure is to be made)

5. For (purpose of the disclosure)

6. Date (on which this consent is signed)

7. Signature of patient

8. Signature of parent or guardian (where re-
quired)

9. Signature of person authorized to sign in
lieu of the patient (where required)

10. This consent is subject to revocation at
any time except to the extent that the pro-
gram which is to make the disclosure has al-
ready taken action in reliance on it. If not
previously revoked, this consent will termi-
nate upon: (specific date, event, or condi-
tion)

(c) Expired, deficient, or false consent.
A disclosure may not be made on the
basis of a consent which:

(1) Has expired;

(2) On its face substantially fails to
conform to any of the requirements set
forth in paragraph (a) of this section;

(3) Is known to have been revoked; or

(4) Is known, or through a reasonable
effort could be known, by the person
holding the records to be materially
false.

(Approved by the Office of Management and
Budget under control number 0930-0099)

§2.32

Notice to accompany disclosure. BEach
disclosure made with the patient’s
written consent must be accompanied
by the following written statement:

Prohibition on redisclosure.

This information has been disclosed to you
from records protected by Federal confiden-
tiality rules (42 CFR part 2). The Federal
rules prohibit you from making any further
disclosure of this information unless further
disclosure is expressly permitted by the writ-
ten consent of the person to whom it per-
tains or as otherwise permitted by 42 CFR
part 2. A general authorization for the re-
lease of medical or other information is NOT
sufficient for this purpose. The Federal rules
restrict any use of the information to crimi-
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nally investigate or prosecute any alcohol or
drug abuse patient.

[62 FR 21809, June 9, 1987; 52 FR 41997, Nov. 2,
1987]

§2.33 Disclosures permitted with writ-
ten consent.

If a patient consents to a disclosure
of his or her records under §2.31, a pro-
gram may disclose those records in ac-
cordance with that consent to any indi-
vidual or organization named in the
consent, except that disclosures to cen-
tral registries and in connection with
criminal justice referrals must meet
the requirements of §§2.34 and 2.35, re-
spectively.

§2.34 Disclosures to prevent multiple
enrollments in detoxification and
maintenance treatment programs.

(a) Definitions. For purposes of this
section:

Central registry means an organiza-
tion which obtains from two or more
member progams patient identifying
information about individuals applying
for maintenance treatment or detoxi-
fication treatment for the purpose of
avoiding an individual’s concurrent en-
rollment in more than one program.

Detorification treatment means the
dispensing of a narcotic drug in de-
creasing doses to an individual in order
to reduce or eliminate adverse physio-
logical or psychological effects inci-
dent to withdrawal from the sustained
use of a narcotic drug.

Maintenance treatment means the dis-
pensing of a narcotic drug in the treat-
ment of an individual for dependence
upon heroin or other morphine-like
drugs.

Member program means a detoxifica-
tion treatment or maintenance treat-
ment program which reports patient
identifying information to a central
registry and which is in the same State
as that central registry or is not more
than 125 miles from any border of the
State in which the central registry is
located.

(b) Restrictions on disclosure. A pro-
gram may disclose patient records to a
central registry or to any detoxifica-
tion or maintenance treatment pro-
gram not more than 200 miles away for
the purpose of preventing the multiple
enrollment of a patient only if:
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(1) The disclosure is made when:

(i) The patient is accepted for treat-
ment;

(ii) The type or dosage of the drug is
changed; or

(iii) The treatment is interrupted, re-
sumed or terminated.

(2) The disclosure is limited to:

(i) Patient identifying information;

(i1) Type and dosage of the drug; and

(iii) Relevant dates.

(3) The disclosure is made with the
patient’s written consent meeting the
requirements of §2.31, except that:

(i) The consent must list the name
and address of each central registry
and each known detoxification or
maintenance treatment program to
which a disclosure will be made; and

(ii) The consent may authorize a dis-
closure to any detoxification or main-
tenance treatment program established
within 200 miles of the program after
the consent is given without naming
any such program.

(c) Use of information limited to preven-
tion of multiple enrollments. A central
registry and any detoxification or
maintenance treatment program to
which information is disclosed to pre-
vent multiple enrollments may not re-
disclose or use patient identifying in-
formation for any purpose other than
the prevention of multiple enrollments
unless authorized by a court order
under subpart E of these regulations.

(d) Permitted disclosure by a central
registry to prevent a multiple enrollment.
When a member program asks a central
registry if an identified patient is en-
rolled in another member program and
the registry determines that the pa-
tient is so enrolled, the registry may
disclose—

(1) The name, address, and telephone
number of the member program(s) in
which the patient is already enrolled to
the inquiring member program; and

(2) The name, address, and telephone
number of the inquiring member pro-
gram to the member program(s) in
which the patient is already enrolled.
The member programs may commu-
nicate as necessary to verify that no
error has been made and to prevent or
eliminate any multiple enrollment.

(e) Permitted disclosure by a detoxifica-
tion or maintenance treatment program to
prevent a multiple enrollment. A detoxi-
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fication or maintenance treatment pro-
gram which has received a disclosure
under this section and has determined
that the patient is already enrolled
may communicate as necessary with
the program making the disclosure to
verify that no error has been made and
to prevent or eliminate any multiple
enrollment.

§2.35 Disclosures to elements of the
criminal justice system which have
referred patients.

(a) A program may disclose informa-
tion about a patient to those persons
within the criminal justice system
which have made participation in the
program a condition of the disposition
of any criminal proceedings against the
patient or of the patient’s parole or
other release from custody if:

(1) The disclosure is made only to
those individuals within the criminal
justice system who have a need for the
information in connection with their
duty to monitor the patient’s progress
(e.g., a prosecuting attorney who is
withholding charges against the pa-
tient, a court granting pretrial or
posttrial release, probation or parole
officers responsible for supervision of
the patient); and

(2) The patient has signed a written
consent meeting the requirements of
§2.31 (except paragraph (a)(8) which is
inconsistent with the revocation provi-
sions of paragraph (c) of this section)
and the requirements of paragraphs (b)
and (c) of this section.

(b) Duration of consent. The written
consent must state the period during
which it remains in effect. This period
must be reasonable, taking into ac-
count:

(1) The anticipated length of the
treatment;

(2) The type of criminal proceeding
involved, the need for the information
in connection with the final disposition
of that proceeding, and when the final
disposition will occur; and

(3) Such other factors as the pro-
gram, the patient, and the person(s)
who will receive the disclosure con-
sider pertinent.

(c) Revocation of consent. The written
consent must state that it is revocable
upon the passage of a specified amount
of time or the occurrence of a specified,



Public Health Service, HHS

ascertainable event. The time or occur-
rence upon which consent becomes rev-
ocable may be no later than the final
disposition of the conditional release
or other action in connection with
which consent was given.

(d) Restrictions on redisclosure and use.
A person who receives patient informa-
tion under this section may redisclose
and use it only to carry out that per-
son’s official duties with regard to the
patient’s conditional release or other
action in connection with which the
consent was given.

Subpart D—Disclosures Without
Patient Consent

§2.51 Medical emergencies.

(a) General Rule. Under the proce-
dures required by paragraph (c) of this
section, patient identifying informa-
tion may be disclosed to medical per-
sonnel who have a need for information
about a patient for the purpose of
treating a condition which poses an im-
mediate threat to the health of any in-
dividual and which requires immediate
medical intervention.

(b) Special Rule. Patient identifying
information may be disclosed to med-
ical personnel of the Food and Drug
Administration (FDA) who assert a
reason to believe that the health of any
individual may be threatened by an
error in the manufacture, labeling, or
sale of a product under FDA jurisdic-
tion, and that the information will be
used for the exclusive purpose of noti-
fying patients or their physicians of
potential dangers.

(c) Procedures. Immediately following
disclosure, the program shall document
the disclosure in the patient’s records,
setting forth in writing:

(1) The name of the medical per-
sonnel to whom disclosure was made
and their affiliation with any health
care facility;

(2) The name of the individual mak-
ing the disclosure;

(3) The date and time of the disclo-
sure; and

(4) The nature of the emergency (or
error, if the report was to FDA).

(Approved by the Office of Management and
Budget under control number 0930-0099)
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§2.52 Research activities.

(a) Patient identifying information
may be disclosed for the purpose of
conducting scientific research if the
program director makes a determina-
tion that the recipient of the patient
identifying information:

(1) Is qualified to conduct the re-
search;

(2) Has a research protocol under
which the patient identifying informa-
tion:

(i) Will be maintained in accordance
with the security requirements of §2.16
of these regulations (or more stringent
requirements); and

(ii) Will not be redisclosed except as
permitted under paragraph (b) of this
section; and

(3) Has provided a satisfactory writ-
ten statement that a group of three or
more individuals who are independent
of the research project has reviewed
the protocol and determined that:

(i) The rights and welfare of patients
will be adequately protected; and

(ii) The risks in disclosing patient
identifying information are outweighed
by the potential benefits of the re-
search.

(b) A person conducting research may
disclose patient identifying informa-
tion obtained under paragraph (a) of
this section only back to the program
from which that information was ob-
tained and may not identify any indi-
vidual patient in any report of that re-
search or otherwise disclose patient
identities.

[62 FR 21809, June 9, 1987, as amended at 52
FR 41997, Nov. 2, 1987]

§2.53 Audit and evaluation activities.

(a) Records mot copied or removed. If
patient records are not copied or re-
moved, patient identifying information
may be disclosed in the course of a re-
view of records on program premises to
any person who agrees in writing to
comply with the limitations on re-
disclosure and use in paragraph (d) of
this section and who:

(1) Performs the audit or evaluation
activity on behalf of:

(i) Any Federal, State, or local gov-
ernmental agency which provides fi-
nancial assistance to the program or is
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authorized by law to regulate its ac-
tivities; or

(ii) Any private person which pro-
vides financial assistance to the pro-
gram, which is a third party payer cov-
ering patients in the program, or which
is a quality improvement organization
performing a utilization or quality con-
trol review; or

(2) Is determined by the program di-
rector to be qualified to conduct the
audit or evaluation activities.

(b) Copying or removal of records.
Records containing patient identifying
information may be copied or removed
from program premises by any person
who:

(1) Agrees in writing to:

(i) Maintain the patient identifying
information in accordance with the se-
curity requirements provided in §2.16
of these regulations (or more stringent
requirements);

(ii) Destroy all the patient identi-
fying information upon completion of
the audit or evaluation; and

(iii) Comply with the limitations on
disclosure and use in paragraph (d) of
this section; and

(2) Performs the audit or evaluation
activity on behalf of:

(i) Any Federal, State, or local gov-
ernmental agency which provides fi-
nancial assistance to the program or is
authorized by law to regulate its ac-
tivities; or

(ii) Any private person which pro-
vides financial assistance to the pro-
gram, which is a third part payer cov-
ering patients in the program, or which
is a quality improvement organization
performing a utilization or quality con-
trol review.

(¢c) Medicare or Medicaid audit or eval-
uation. (1) For purposes of Medicare or
Medicaid audit or evaluation under
this section, audit or evaluation in-
cludes a civil or administrative inves-
tigation of the program by any Fed-
eral, State, or local agency responsible
for oversight of the Medicare or Med-
icaid program and includes administra-
tive enforcement, against the program
by the agency, of any remedy author-
ized by law to be imposed as a result of
the findings of the investigation.

(2) Consistent with the definition of
program in §2.11, program includes an
employee of, or provider of medical
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services under, the program when the
employee or provider is the subject of a
civil investigation or administrative
remedy, as those terms are used in
paragraph (c)(1) of this section.

(3) If a disclosure to a person is au-
thorized under this section for a Medi-
care or Medicaid audit or evaluation,
including a civil investigation or ad-
ministrative remedy, as those terms
are used in paragraph (c)(1) of this sec-
tion, then a quality improvement orga-
nization which obtains the information
under paragraph (a) or (b) may disclose
the information to that person but
only for purposes of Medicare or Med-
icaid audit or evaluation.

(4) The provisions of this paragraph
do not authorize the agency, the pro-
gram, or any other person to disclose
or use patient identifying information
obtained during the audit or evaluation
for any purposes other than those nec-
essary to complete the Medicare or
Medicaid audit or evaluation activity
as specified in this paragraph.

(d) Limitations on disclosure and use.
Except as provided in paragraph (c) of
this section, patient identifying infor-
mation disclosed under this section
may be disclosed only back to the pro-
gram from which it was obtained and
used only to carry out an audit or eval-
uation purpose or to investigate or
prosecute criminal or other activities,
as authorized by a court order entered
under §2.66 of these regulations.

Subpart E—Court Orders
Authorizing Disclosure and Use

§2.61 Legal effect of order.

(a) Effect. An order of a court of com-
petent jurisdiction entered under this
subpart is a unique kind of court order.
Its only purpose is to authorize a dis-
closure or use of patient information
which would otherwise be prohibited by
42 U.S.C. 290ee-3, 42 U.S.C. 290dd-3 and
these regulations. Such an order does
not compel disclosure. A subpoena or a
similar legal mandate must be issued
in order to compel disclosure. This
mandate may be entered at the same
time as and accompany an authorizing
court order entered under these regula-
tions.
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(b) Examples. (1) A person holding
records subject to these regulations re-
ceives a subpoena for those records: a
response to the subpoena is not per-
mitted under the regulations unless an
authorizing court order is entered. The
person may not disclose the records in
response to the subpoena unless a court
of competent jurisdiction enters an au-
thorizing order under these regula-
tions.

(2) An authorizing court order is en-
tered under these regulations, but the
person authorized does not want to
make the disclosure. If there is no sub-
poena or other compulsory process or a
subpoena for the records has expired or
been quashed, that person may refuse
to make the disclosure. Upon the entry
of a valid subpoena or other compul-
sory process the person authorized to
disclose must disclose, unless there is a
valid legal defense to the process other
than the confidentiality restrictions of
these regulations.

[62 FR 21809, June 9, 1987; 52 FR 42061, Nov. 2,
1987]

§2.62 Order not applicable to records
disclosed without consent to re-
searchers, auditors and evaluators.

A court order under these regulations
may not authorize qualified personnel,
who have received patient identifying
information without consent for the
purpose of conducting research, audit
or evaluation, to disclose that informa-
tion or use it to conduct any criminal
investigation or prosecution of a pa-
tient. However, a court order under
§2.66 may authorize disclosure and use
of records to investigate or prosecute
qualified personnel holding the records.

§2.63 Confidential communications.

(a) A court order under these regula-
tions may authorize disclosure of con-
fidential communications made by a
patient to a program in the course of
diagnosis, treatment, or referral for
treatment only if:

(1) The disclosure is necessary to pro-
tect against an existing threat to life
or of serious bodily injury, including
circumstances which constitute sus-
pected child abuse and neglect and
verbal threats against third parties;

(2) The disclosure is necessary in con-
nection with investigation or prosecu-
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tion of an extremely serious crime,
such as one which directly threatens
loss of life or serious bodily injury, in-
cluding homicide, rape, Kkidnapping,
armed robbery, assault with a deadly
weapon, or child abuse and neglect; or

(3) The disclosure is in connection
with litigation or an administrative
proceeding in which the patient offers
testimony or other evidence pertaining
to the content of the confidential com-
munications.

(b) [Reserved]

§2.64 Procedures and criteria for or-
ders authorizing disclosures for
noncriminal purposes.

(a) Application. An order authorizing
the disclosure of patient records for
purposes other than criminal investiga-
tion or prosecution may be applied for
by any person having a legally recog-
nized interest in the disclosure which
is sought. The application may be filed
separately or as part of a pending civil
action in which it appears that the pa-
tient records are needed to provide evi-
dence. An application must use a ficti-
tious name, such as John Doe, to refer
to any patient and may not contain or
otherwise disclose any patient identi-
fying information unless the patient is
the applicant or has given a written
consent (meeting the requirements of
these regulations) to disclosure or the
court has ordered the record of the pro-
ceeding sealed from public scrunity.

(b) Notice. The patient and the person
holding the records from whom disclo-
sure is sought must be given:

(1) Adequate notice in a manner
which will not disclose patient identi-
fying information to other persons; and

(2) An opportunity to file a written
response to the application, or to ap-
pear in person, for the limited purpose
of providing evidence on the statutory
and regulatory criteria for the issuance
of the court order.

(c) Review of evidence: Conduct of
hearing. Any oral argument, review of
evidence, or hearing on the application
must be held in the judge’s chambers
or in some manner which ensures that
patient identifying information is not
disclosed to anyone other than a party
to the proceeding, the patient, or the
person holding the record, unless the
patient requests an open hearing in a
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manner which meets the written con-
sent requirements of these regulations.
The proceeding may include an exam-
ination by the judge of the patient
records referred to in the application.

(d) Criteria for entry of order. An order
under this section may be entered only
if the court determines that good cause
exists. To make this determination the
court must find that:

(1) Other ways of obtaining the infor-
mation are not available or would not
be effective; and

(2) The public interest and need for
the disclosure outweigh the potential
injury to the patient, the physician-pa-
tient relationship and the treatment
services.

(e) Content of order. An order author-
izing a disclosure must:

(1) Limit disclosure to those parts of
the patient’s record which are essential
to fulfill the objective of the order;

(2) Limit disclosure to those persons
whose need for information is the basis
for the order; and

(3) Include such other measures as
are necessary to limit disclosure for
the protection of the patient, the phy-
sician-patient relationship and the
treatment services; for example, seal-
ing from public scrutiny the record of
any proceeding for which disclosure of
a patient’s record has been ordered.

§2.65 Procedures and criteria for or-
ders authorizing disclosure and use
of records to criminally investigate
or prosecute patients.

(a) Application. An order authorizing
the disclosure or use of patient records
to criminally investigate or prosecute
a patient may be applied for by the per-
son holding the records or by any per-
son conducting investigative or pros-
ecutorial activities with respect to the
enforcement of criminal laws. The ap-
plication may be filed separately, as
part of an application for a subpoena or
other compulsory process, or in a pend-
ing criminal action. An application
must use a fictitious name such as
John Doe, to refer to any patient and
may not contain or otherwise disclose
patient identifying information unless
the court has ordered the record of the
proceeding sealed from public scrutiny.

(b) Notice and hearing. Unless an
order under §2.66 is sought with an
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order under this section, the person
holding the records must be given:

(1) Adequate notice (in a manner
which will not disclose patient identi-
fying information to third parties) of
an application by a person performing
a law enforcement function;

(2) An opportunity to appear and be
heard for the limited purpose of pro-
viding evidence on the statutory and
regulatory criteria for the issuance of
the court order; and

(3) An opportunity to be represented
by counsel independent of counsel for
an applicant who is a person per-
forming a law enforcement function.

(c) Review of evidence: Conduct of
hearings. Any oral argument, review of
evidence, or hearing on the application
shall be held in the judge’s chambers or
in some other manner which ensures
that patient identifying information is
not disclosed to anyone other than a
party to the proceedings, the patient,
or the person holding the records. The
proceeding may include an examina-
tion by the judge of the patient records
referred to in the application.

(d) Criteria. A court may authorize
the disclosure and use of patient
records for the purpose of conducting a
criminal investigation or prosecution
of a patient only if the court finds that
all of the following criteria are met:

(1) The crime involved is extremely
serious, such as one which causes or di-
rectly threatens loss of life or serious
bodily injury including homicide, rape,
kidnapping, armed robbery, assault
with a deadly weapon, and child abuse
and neglect.

(2) There is a reasonable likelihood
that the records will disclose informa-
tion of substantial value in the inves-
tigation or prosecution.

(3) Other ways of obtaining the infor-
mation are not available or would not
be effective.

(4) The potential injury to the pa-
tient, to the physician-patient rela-
tionship and to the ability of the pro-
gram to provide services to other pa-
tients is outweighed by the public in-
terest and the need for the disclosure.

(5) If the applicant is a person per-
forming a law enforcement function
that:

(i) The person holding the records has
been afforded the opportunity to be
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represented by independent counsel;
and

(ii) Any person holding the records
which is an entity within Federal,
State, or local government has in fact
been represented by counsel inde-
pendent of the applicant.

(e) Content of order. Any order au-
thorizing a disclosure or use of patient
records under this section must:

(1) Limit disclosure and use to those
parts of the patient’s record which are
essential to fulfill the objective of the
order;

(2) Limit disclosure to those law en-
forcement and prosecutorial officials
who are responsible for, or are con-
ducting, the investigation or prosecu-
tion, and limit their use of the records
to investigation and prosecution of ex-
tremely serious crime or suspected
crime specified in the application; and

(3) Include such other measures as
are necessary to limit disclosure and
use to the fulfillment of only that pub-
lic interest and need found by the
court.

[562 FR 21809, June 9, 1987; 52 FR 42061, Nov. 2,
1987]

§2.66 Procedures and criteria for or-
ders authorizing disclosure and use
of records to investigate or pros-
ecute a program or the person hold-
ing the records.

(a) Application. (1) An order author-
izing the disclosure or use of patient
records to criminally or administra-
tively investigate or prosecute a pro-
gram or the person holding the records
(or employees or agents of that pro-
gram or person) may be applied for by
any administrative, regulatory, super-
visory, investigative, law enforcement,
or prosecutorial agency having juris-
diction over the program’s or person’s
activities.

(2) The application may be filed sepa-
rately or as part of a pending civil or
criminal action against a program or
the person holding the records (or
agents or employees of the program or
person) in which it appears that the pa-
tient records are needed to provide ma-
terial evidence. The application must
use a fictitious name, such as John
Doe, to refer to any patient and may
not contain or otherwise disclose any
patient identifying information unless
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the court has ordered the record of the
proceeding sealed from public scrutiny
or the patient has given a written con-
sent (meeting the requirements of §2.31
of these regulations) to that disclosure.

(b) Notice not required. An application
under this section may, in the discre-
tion of the court, be granted without
notice. Although no express notice is
required to the program, to the person
holding the records, or to any patient
whose records are to be disclosed, upon
implementation of an order so granted
any of the above persons must be af-
forded an opportunity to seek revoca-
tion or amendment of that order, lim-
ited to the presentation of evidence on
the statutory and regulatory criteria
for the issuance of the court order.

(c) Requirements for order. An order
under this section must be entered in
accordance with, and comply with the
requirements of, paragraphs (d) and (e)
of §2.64 of these regulations.

(d) Limitations on disclosure and use of
patient identifying information: (1) An
order entered under this section must
require the deletion of patient identi-
fying information from any documents
made available to the public.

(2) No information obtained under
this section may be used to conduct
any investigation or prosecution of a
patient, or be used as the basis for an
application for an order under §2.65 of
these regulations.

§2.67 Orders authorizing the use of
undercover agents and informants
to criminally investigate employees
or agents of a program.

(a) Application. A court order author-
izing the placement of an undercover
agent or informant in a program as an
employee or patient may be applied for
by any law enforcement or prosecu-
torial agency which has reason to be-
lieve that employees or agents of the
program are engaged in criminal mis-
conduct.

(b) Notice. The program director must
be given adequate notice of the appli-
cation and an opportunity to appear
and be heard (for the limited purpose of
providing evidence on the statutory
and regulatory criteria for the issuance
of the court order), unless the applica-
tion asserts a belief that:
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(1) The program director is involved
in the criminal activities to be inves-
tigated by the undercover agent or in-
formant; or

(2) The program director will inten-
tionally or unintentionally disclose the
proposed placement of an undercover
agent or informant to the employees or
agents who are suspected of criminal
activities.

(c) Criteria. An order under this sec-
tion may be entered only if the court
determines that good cause exists. To
make this determination the court
must find:

(1) There is reason to believe that an
employee or agent of the program is
engaged in criminal activity;

(2) Other ways of obtaining evidence
of this criminal activity are not avail-
able or would not be effective; and

(3) The public interest and need for
the placement of an undercover agent
or informant in the program outweigh
the potential injury to patients of the
program, physician-patient relation-
ships and the treatment services.

(d) Content of order. An order author-
izing the placement of an undercover
agent or informant in a program must:

(1) Specifically authorize the place-
ment of an undercover agent or an in-
formant;

(2) Limit the total period of the
placement to six months;

(3) Prohibit the undercover agent or
informant from disclosing any patient
identifying information obtained from
the placement except as necessary to
criminally investigate or prosecute
employees or agents of the program;
and

(4) Include any other measures which
are appropriate to limit any potential
disruption of the program by the place-
ment and any potential for a real or
apparent breach of patient confiden-
tiality; for example, sealing from pub-
lic scrutiny the record of any pro-
ceeding for which disclosure of a pa-
tient’s record has been ordered.

(e) Limitation on use of information. No
information obtained by an undercover
agent or informant placed under this
section may be used to criminally in-
vestigate or prosecute any patient or
as the basis for an application for an
order under §2.65 of these regulations.
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PART 2a—PROTECTION OF
IDENTITY—RESEARCH SUBJECTS

Sec.

2a.1 Applicability.

2a.2 Definitions.

2a.3 Application; coordination.

2a.4 Contents of application; in general.

2a.5 Contents of application; research
projects in which drugs will be adminis-
tered.

2a.6 Issuance of Confidentiality Certifi-
cates; single project limitation.

2a.7 Effect of Confidentiality Certificate.

2a.8 Termination.

AUTHORITY: Sec. 3(a), Pub. L. 91-513 as
amended by sec. 122(b), Pub. L. 93-282; 84
Stat. 1241 (42 U.S.C. 242a(a)), as amended by
88 Stat. 132.

SOURCE: 44 FR 20384, Apr. 4, 1979, unless
otherwise noted.

§2a.1 Applicability.

(a) Section 303(a) of the Public
Health Service Act (42 U.S.C. 242a(a))
provides that ‘‘[t]he Secretary [of
Health and Human Services] may au-
thorize persons engaged in research on
mental health, including research on
the use and effect of alcohol and other
psychoactive drugs, to protect the pri-
vacy of individuals who are the subject
of such research by withholding from
all persons not connected with the con-
duct of such research the names or
other identifying characteristics of
such individuals. Persons so authorized
to protect the privacy of such individ-
uals may not be compelled in any Fed-
eral, State, or local civil, criminal, ad-
ministrative, legislative, or other pro-
ceedings to identify such individuals.”
The regulations in this part establish
procedures under which any person en-
gaged in research on mental health in-
cluding research on the use and effect
of alcohol and other psychoactive
drugs (whether or not the research is
federally funded) may, subject to the
exceptions set forth in paragraph (b) of
this section, apply for such an author-
ization of confidentiality.

(b) These regulations do not apply to:

(1) Authorizations of confidentiality
for research requiring an Investiga-
tional New Drug exemption under sec-
tion 505(i) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355(i)) or to
approved new drugs, such as metha-
done, requiring continuation of long-
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term studies, records, and reports. At-
tention is called to 21 CFR 291.505(g) re-
lating to authorizations of confiden-
tiality for patient records maintained
by methadone treatment programs.

(2) Authorizations of confidentiality
for research which are related to law
enforcement activities or otherwise
within the purview of the Attorney
General’s authority to issue authoriza-
tions of confidentiality pursuant to
section 502(c) of the Controlled Sub-
stances Act (21 U.S.C. 872(c)) and 21
CFR 1316.21.

(c) The Secretary’s regulations on
confidentiality of alcohol and drug
abuse patient records (42 CFR part 2)
and the regulations of this part may, in
some instances, concurrently cover the
same transaction. As explained in 42
CFR 2.24 and 2.24-1, 42 CFR part 2 re-
stricts voluntary disclosures of infor-
mation from applicable patient records
while a Confidentiality Certificate
issued pursuant to the regulations of
this part protects a person engaged in
applicable research from being com-
pelled to disclose identifying charac-
teristics of individuals who are the sub-
ject of such research.

§2a.2 Definitions.

(a) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

(b) Person means any individual, cor-
poration, government, or governmental
subdivision or agency, business trust,
partnership, association, or other legal
entity.

(c) Research means systematic study
directed toward new or fuller knowl-
edge and understanding of the subject
studied. The term includes, but is not
limited to, behavioral science studies,
surveys, evaluations, and clinical in-
vestigations.

(d) Drug has the meaning given that
term by section 201(g)(1) of the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 321(g)(1)).

(e) Controlled drug means a drug
which is included in schedule I, II, III,
IV, or V of part B of the Controlled
Substances Act (21 U.S.C. 811-812).
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(f) Administer refers to the direct ap-
plication of a drug to the body of a
human research subject, whether such
application be by injection, inhalation,
ingestion, or any other means, by (1) a
qualified person engaged in research
(or, in his or her presence, by his or her
authorized agent), or (2) a research sub-
ject in accordance with instructions of
a qualified person engaged in research,
whether or not in the presence of a
qualified person engaged in research.

(g) Identifying characteristics refers to
the name, address, any identifying
number, fingerprints, voiceprints, pho-
tographs or any other item or combina-
tion of data about a research subject
which could reasonably lead directly or
indirectly by reference to other infor-
mation to identification of that re-
search subject.

(h) Psychoactive drug means, in addi-
tion to alcohol, any drug which has as
its principal action an effect on
thought, mood, or behavior.

§2a.3 Application; coordination.

(a) Any person engaged in (or who in-
tends to engage in) the research to
which this part applies, who desires au-
thorization to withhold the names and
other identifying characteristics of in-
dividuals who are the subject of such
research from any person or authority
not connected with the conduct of such
research may apply to the Office of the
Director, National Institute on Drug
Abuse, the Office of the Director, Na-
tional Institute of Mental Health, or
the Office of the Director, National In-
stitute on Alcohol Abuse and Alco-
holism, 5600 Fishers Lane, Rockville,
Maryland 20857 for an authorization of
confidentiality.

(b) If there is uncertainty with re-
gard to which Institute is appropriate
or if the research project falls within
the purview of more than one Institute,
an application need be submitted only
to one Institute. Persons who are un-
certain with regard to the applicability
of these regulations to a particular
type of research may apply for an au-
thorization of confidentiality under the
regulations of this part to one of the
Institutes. Requests which are within
the scope of the authorities described
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in §2a.1(b) will be forwarded to the ap-
propriate agency for consideration and
the person will be advised accordingly.

(c) An application may accompany,
precede, or follow the sumission of a
request for DHHS grant or contract as-
sistance, though it is not necessary to
request DHHS grant or contract assist-
ance in order to apply for a Confiden-
tiality Certificate. If a person has pre-
viously submitted any information re-
quired in this part in connection with a
DHHS grant or contract, he or she may
substitute a copy of information thus
submitted, if the information is cur-
rent and accurate. If a person requests
a Confidentiality Certificate at the
same time he or she submits an appli-
cation for DHHS grant or contract as-
sistance, the application for a Con-
fidentiality Certificate may refer to
the pertinent section(s) of the DHHS
grant or contract application which
provide(s) the information required to
be submitted under this part. (See
§§2a.4 and 2a.5.)

(d) A separate application is required
for each research project for which an
authorization of confidentiality is re-
quested.

§2a.4 Contents of application; in gen-
eral.

In addition to any other pertinent in-
formation which the Secretary may re-
quire, each application for an author-
ization of confidentiality for a research
project shall contain:

(a) The name and address of the indi-
vidual primarily responsible for the
conduct of the research and the spon-
sor or institution with which he or she
is affiliated, if any. Any application
from a person affiliated with an insti-
tution will be considered only if it con-
tains or is accompanied by documenta-
tion of institutional approval. This
documentation may consist of a writ-
ten statement signed by a responsible
official of the institution or of a copy
of or reference to a valid certification
submitted in accordance with 45 CFR
part 46.

(b) The location of the research
project and a description of the facili-
ties available for conducting the re-
search, including the name and address
of any hospital, institution, or clinical
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laboratory facility to be utilized in
connection with the research.

(c) The names, addresses, and sum-
maries of the scientific or other appro-
priate training and experience of all
personnel having major responsibilities
in the research project and the training
and experience requirements for major
positions not yet filled.

(d) An outline of the research pro-
tocol for the project including a clear
and concise statement of the purpose
and rationale of the research project
and the general research methods to be
used.

(e) The date on which research will
begin or has begun and the estimated
date for completion of the project.

(f) A specific request, signed by the
individual primarily responsible for the
conduct of the research, for authority
to withhold the names and other iden-
tifying characteristics of the research
subjects and the reasons supporting
such request.

(g) An assurance (1) From persons
making application for a Confiden-
tiality Certificate for a research
project for which DHHS grant or con-
tract support is received or sought that
they will comply with all the require-
ments of 45 CFR part 46, ‘‘Protection of
Human Subjects,” or

(2) From all other persons making
application that they will comply with
the informed consent requirements of
45 CFR 46.103(c) and document legally
effective informed consent in a manner
consistent with the principles stated in
45 CFR 46.110, if it is determined by the
Secretary, on the basis of information
submitted by the person making appli-
cation, that subjects will be placed at
risk. If a modification of paragraphs (a)
or (b) of 45 CFR 46.110 is to be used, as
permitted under paragraph (c) of that
section, the applicant will describe the
proposed modification and submit it
for approval by the Secretary.

(h) An assurance that if an authoriza-
tion of confidentiality is given it will
not be represented as an endorsement
of the research project by the Sec-
retary or used to coerce individuals to
participate in the research project.

(i) An assurance that any person who
is authorized by the Secretary to pro-
tect the privacy of research subjects
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will use that authority to refuse to dis-
close identifying characteristics of re-
search subjects in any Federal, State,
or local civil, criminal, administrative,
legislative, or other proceedings to
compel disclosure of the identifying
characteristics of research subjects.

(j) An assurance that all research
subjects who participate in the project
during the period the Confidentiality
Certificate is in effect will be informed
that:

(1) A Confidentiality Certificate has
been issued;

(2) The persons authorized by the
Confidentiality Certificate to protect
the identity of research subjects may
not be compelled to identify research
subjects in any civil, criminal, admin-

istrative, legislative, or other pro-
ceedings whether Federal, State, or
local;

(3) If any of the following conditions
exist the Confidentiality Certificate
does not authorize any person to which
it applies to refuse to reveal identi-
fying information concerning research
subjects:

(i) The subject consents in writing to
disclosure of identifying information,

(ii) Release is required by the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 301) or regulations promulgated
thereunder (title 21, Code of Federal
Regulations), or

(iii) Authorized personnel of DHHS
request identifying information for
audit or program evaluation of a re-
search project funded by DHHS or for
investigation of DHHS grantees or con-
tractors and their employees or agents
carrying out such a project. (See
§2a.7(b));

(4) The Confidentiality Certificate
does not govern the voluntary disclo-
sure of identifying characteristics of
research subjects;

(6) The Confidentiality Certificate
does not represent an endorsement of
the research project by the Secretary.

(k) An assurance that all research
subjects who enter the project after the
termination of the Confidentiality Cer-
tificate will be informed that the au-
thorization of confidentiality has
ended and that the persons authorized
to protect the identity of research sub-
jects by the Confidentiality Certificate
may not rely on the Certificate to
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refuse to disclose identifying charac-
teristics of research subjects who were
not participants in the project during
the period the Certificate was in effect.
(See §2a.8(c)).

§2a.5 Contents of application; re-
search projects in which drugs will
be administered.

(a) In addition to the information re-
quired by §2a.4 and any other pertinent
information which the Secretary may
require, each application for an author-
ization of confidentiality for a research
project which involves the admin-
istering of a drug shall contain:

(1) Identification of the drugs to be
administered in the research project
and a description of the methods for
such administration, which shall in-
clude a statement of the dosages to be
administered to the research subjects;

(2) Evidence that individuals who ad-
minister drugs are authorized to do so
under applicable Federal and State
law; and

(3) In the case of a controlled drug, a
copy of the Drug Enforcement Admin-
istration Certificate of Registration
(BND Form 223) under which the re-
search project will be conducted.

(b) An application for an authoriza-
tion of confidentiality with respect to
a research project which involves the
administering of a controlled drug may
include a request for exemption of per-
sons engaged in the research from
State or Federal prosecution for pos-
session, distribution, and dispensing of
controlled drugs as authorized under
section 502(d) of the Controlled Sub-
stances Act (21 U.S.C. 872(d)) and 21
CFR 1316.22. If the request is in such
form, and is supported by such infor-
mation, as is required by 21 CFR
1316.22, the Secretary will forward it,
together with his or her recommenda-
tion that such request be approved or
disapproved, for the consideration of
the Administrator of the Drug Enforce-
ment Administration.

§2a.6 Issuance of Confidentiality Cer-
tificates; single project limitation.

(a) In reviewing the information pro-
vided in the application for a Confiden-
tiality Certificate, the Secretary will
take into account:
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(1) The scientific or other appropriate
training and experience of all per-
sonnel having major responsibilities in
the research project;

(2) Whether the project constitutes
bona fide ‘‘research” which is within
the scope of the regulations of this
part; and

(3) Such other factors as he or she
may consider necessary and appro-
priate. All applications for Confiden-
tiality Certificates shall be evaluated
by the Secretary through such officers
and employees of the Department and
such experts or consultants engaged for
this purpose as he or she determines to
be appropriate.

(b) After consideration and evalua-
tion of an application for an authoriza-
tion of confidentiality, the Secretary
will either issue a Confidentiality Cer-
tificate or a letter denying a Confiden-
tiality Certificate, which will set forth
the reasons for such denial, or will re-
quest additional information from the
person making application. The Con-
fidentiality Certificate will include:

(1) The name and address of the per-
son making application;

(2) The name and address of the indi-
vidual primarily responsible for con-
ducting the research, if such individual
is not the person making application;

(3) The location of the research
project;

(4) A brief description of the research
project;

() A statement that the Certificate
does not represent an endorsement of
the research project by the Secretary;

(6) The Drug Enforcement Adminis-
tration registration number for the
project, if any; and

(7) The date or event upon which the
Confidentiality Certificate becomes ef-
fective, which shall not be before the
later of either the commencement of
the research project or the date of
issuance of the Certificate, and the
date or event upon which the Certifi-
cate will expire.

(c) A Confidentiality Certificate is
not transferable and is effective only
with respect to the names and other
identifying characteristics of those in-
dividuals who are the subjects of the
single research project specified in the
Confidentiality Certificate. The recipi-
ent of a Confidentiality Certificate
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shall, within 15 days of any completion
or discontinuance of the research
project which occurs prior to the expi-
ration date set forth in the Certificate,
provide written notification to the Di-
rector of the Institute to which appli-
cation was made. If the recipient deter-
mines that the research project will
not be completed by the expiration
date set forth in the Confidentiality
Certificate he or she may submit a
written request for an extension of the
expiration date which shall include a
justification for such extension and a
revised estimate of the date for com-
pletion of the project. Upon approval of
such a request, the Secretary will issue
an amended Confidentiality Certifi-
cate.

(d) The protection afforded by a Con-
fidentiality Certificate does not extend
to significant changes in the research
project as it is described in the applica-
tion for such Certificate (e.g., changes
in the personnel having major respon-
sibilities in the research project, major
changes in the scope or direction of the
research protocol, or changes in the
drugs to be administered and the per-
sons who will administer them). The
recipient of a Confidentiality Certifi-
cate shall notify the Director of the In-
stitute to which application was made
of any proposal for such a significant
change by submitting an amended ap-
plication for a Confidentiality Certifi-
cate in the same form and manner as
an original application. On the basis of
such application and other pertinent
information the Secretary will either:

(1) Approve the amended application
and issue an amended Confidentiality
Certificate together with a Notice of
Cancellation terminating original the
Confidentiality Certificate in accord-
ance with §2a.8; or

(2) Disapprove the amended applica-
tion and notify the applicant in writing
that adoption of the proposed signifi-
cant changes will result in the issuance
of a Notice of Cancellation terminating
the original Confidentiality Certificate
in accordance with §2a.8.

§2a.7 Effect of Confidentiality Certifi-
cate.

(a) A Confidentiality Certificate au-

thorizes the withholding of the names

and other identifying characteristics of
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individuals who participate as subjects
in the research project specified in the
Certificate while the Certificate is in
effect. The authorization applies to all
persons who, in the performance of
their duties in connection with the re-
search project, have access to informa-
tion which would identify the subjects
of the research. Persons so authorized
may not, at any time, be compelled in
any Federal, State, or local civil,
criminal, administrative, legislative,
or other proceedings to identify the re-
search subjects encompassed by the
Certificate, except in those cir-
cumstances specified in paragraph (b)
of this section.

(b) A Confidentiality Certificate
granted under this part does not au-
thorize any person to refuse to reveal
the name or other identifying charac-
teristics of any research subject in the
following circumstances:

(1) The subject (or, if he or she is le-
gally incompetent, his or her guardian)
consents, in writing, to the disclosure
of such information,

(2) Authorized personnel of DHHS re-
quest such information for audit or
program evaluation of a research
project funded by DHHS or for inves-
tigation of DHHS grantees or contrac-
tors and their employees or agents car-
rying out such a project. (See 45 CFR
5.71 for confidentiality standards im-
posed on such DHHS personnel), or

(3) Release of such information is re-
quired by the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 301) or the reg-
ulations promulgated thereunder (title
21, Code of Federal Regulations).

(c) Neither a Confidentiality Certifi-
cate nor the regulations of this part
govern the voluntary disclosure of
identifying characteristics of research
subjects.

§2a.8 Termination.

(a) A Confidentiality Certificate is in
effect from the date of its issuance
until the effective date of its termi-
nation. The effective date of termi-
nation shall be the earlier of:

(1) The expiration date set forth in
the Confidentiality Certificate; or

(2) Ten days from the date of mailing
a Notice of Cancellation to the appli-
cant, pursuant to a determination by
the Secretary that the research project
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has been completed or discontinued or
that retention of the Confidentiality
Certificate is otherwise no longer nec-
essary or desirable.

(b) A Notice of Cancellation shall in-
clude: an identification of the Con-
fidentiality Certificate to which it ap-
plies; the effective date of its termi-
nation; and the grounds for cancella-
tion. Upon receipt of a Notice of Can-
cellation the applicant shall return the
Confidentiality Certificate to the Sec-
retary.

(¢c) Any termination of a Confiden-
tiality Certificate pursuant to this sec-
tion is operative only with respect to
the names and other identifying char-
acteristics of individuals who begin
their participation as research subjects
after the effective date of such termi-
nation. (See §2a.4(k) requiring re-
searchers to notify subjects who enter
the project after the termination of the
Confidentiality Certificate of termi-
nation of the Certificate). The protec-
tion afforded by a Confidentiality Cer-
tificate is permanent with respect to
subjects who participated in research
during any time the authorization was
in effect.

PART 3—PATIENT SAFETY ORGANI-
ZATIONS AND PATIENT SAFETY
WORK PRODUCT

Subpart A—General Provisions

Sec.
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3.20 Definitions.
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Subpart C—Confidentiality and Privilege
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work product.
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Subpart A—General Provisions

§3.10 Purpose.

The purpose of this part is to imple-
ment the Patient Safety and Quality
Improvement Act of 2005 (Pub. L. 109-
41), which amended Title IX of the Pub-
lic Health Service Act (42 U.S.C. 299 et
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seq.) by adding sections 921 through 926,
42 U.S.C. 299b-21 through 299b-26.

§3.20 Definitions.

As used in this part, the terms listed
alphabetically below have the mean-
ings set forth as follows:

Affiliated provider means, with respect
to a provider, a legally separate pro-
vider that is the parent organization of
the provider, is under common owner-
ship, management, or control with the
provider, or is owned, managed, or con-
trolled by the provider.

AHRQ® stands for the Agency for
Healthcare Research and Quality in
HHS.

ALJ stands for an Administrative
Law Judge of HHS.

Board means the members of the HHS
Departmental Appeals Board, in the Of-
fice of the Secretary, which issues deci-
sions in panels of three.

Bona fide contract means:

(1) A written contract between a pro-
vider and a PSO that is executed in
good faith by officials authorized to
execute such contract; or

(2) A written agreement (such as a
memorandum of understanding or
equivalent recording of mutual com-
mitments) between a Federal, State,
local, or Tribal provider and a Federal,
State, local, or Tribal PSO that is exe-
cuted in good faith by officials author-
ized to execute such agreement.

Complainant means a person who files
a complaint with the Secretary pursu-
ant to §3.306.

Component organization means an en-
tity that:

(1) Is a unit or division of a legal en-
tity (including a corporation, partner-
ship, or a Federal, State, local or Trib-
al agency or organization); or

(2) Is owned, managed, or controlled
by one or more legally separate parent
organizations.

Component PSO means a PSO listed
by the Secretary that is a component
organization.

Confidentiality provisions means for
purposes of subparts C and D, any re-
quirement or prohibition concerning
confidentiality established by sections
921 and 922(b)—(d), (g) and (i) of the Pub-
lic Health Service Act, 42 U.S.C. 299b-
21, 299b-22(b)-(d), (g) and (i) and the
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provisions, at §§3.206 and 3.208, that im-
plement the statutory prohibition on
disclosure of identifiable patient safety
work product.

Disclosure means the release, trans-
fer, provision of access to, or divulging
in any other manner of patient safety
work product by:

(1) An entity or natural person hold-
ing the patient safety work product to
another legally separate entity or nat-
ural person, other than a workforce
member of, or a health care provider
holding privileges with, the entity
holding the patient safety work prod-
uct; or

(2) A component PSO to another enti-
ty or natural person outside the com-
ponent PSO and within the legal entity
of which the component PSO is a part.

Entity means any organization or or-
ganizational unit, regardless of wheth-
er the organization is public, private,
for-profit, or not-for-profit.

Group health plan means an employee
welfare benefit plan (as defined in sec-
tion 3(1) of the Employee Retirement
Income Security Act of 1974 (ERISA))
to the extent that the plan provides
medical care (as defined in paragraph
(2) of section 2791(a) of the Public
Health Service Act, including items
and services paid for as medical care)
to employees or their dependents (as
defined under the terms of the plan) di-
rectly or through insurance, reim-
bursement, or otherwise.

Health insurance issuer means an in-
surance company, insurance service, or
insurance organization (including a
health maintenance organization, as
defined in 42 TU.S.C. 300gg-91(b)(3))
which is licensed to engage in the busi-
ness of insurance in a State and which
is subject to State law which regulates
insurance (within the meaning of 29
U.S.C. 1144(b)(2)). This term does not
include a group health plan.

Health maintenance organization
means:
(1) A Federally qualified health

maintenance organization (HMO) (as
defined in 42 U.S.C. 300e(a));

(2) An organization recognized under
State law as a health maintenance or-
ganization; or

(3) A similar organization regulated
under State law for solvency in the
same manner and to the same extent as
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such a health maintenance organiza-
tion.

HHS stands for the United States De-
partment of Health and Human Serv-
ices.

HIPAA Privacy Rule means the regu-
lations promulgated under section
264(c) of the Health Insurance Port-
ability and Accountability Act of 1996
(HIPAA), at 45 CFR part 160 and sub-
parts A and E of part 164.

Identifiable patient safety work product
means patient safety work product
that:

(1) Is presented in a form and manner
that allows the identification of any
provider that is a subject of the work
product, or any providers that partici-
pate in, or are responsible for, activi-
ties that are a subject of the work
product;

(2) Constitutes individually identifi-
able health information as that term is
defined in the HIPAA Privacy Rule at
45 CFR 160.103; or

(3) Is presented in a form and manner
that allows the identification of an in-
dividual who in good faith reported in-
formation directly to a PSO or to a
provider with the intention of having
the information reported to a PSO
(‘“‘reporter”’).

Nonidentifiable patient safety work
product means patient safety work
product that is not identifiable patient
safety work product in accordance with
the nonidentification standards set
forth at §3.212.

OCR stands for the Office for Civil
Rights in HHS.

Parent organization means an organi-
zation that: owns a controlling interest
or a majority interest in a component
organization; has the authority to con-
trol or manage agenda setting, project
management, or day-to-day operations;
or the authority to review and override
decisions of a component organization.
The component organization may be a
provider.

Patient Safety Act means the Patient
Safety and Quality Improvement Act
of 2005 (Pub. L. 109-41), which amended
Title IX of the Public Health Service
Act (42 U.S.C. 299 et seq.) by inserting a
new Part C, sections 921 through 926,
which are codified at 42 U.S.C. 299b-21
through 299b-26.
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Patient safety activities means the fol-
lowing activities carried out by or on
behalf of a PSO or a provider:

(1) Efforts to improve patient safety
and the quality of health care delivery;

(2) The collection and analysis of pa-
tient safety work product;

(3) The development and dissemina-
tion of information with respect to im-
proving patient safety, such as rec-
ommendations, protocols, or informa-
tion regarding best practices;

(4) The utilization of patient safety
work product for the purposes of en-
couraging a culture of safety and of
providing feedback and assistance to
effectively minimize patient risk;

(5) The maintenance of procedures to
preserve confidentiality with respect to
patient safety work product;

(6) The provision of appropriate secu-
rity measures with respect to patient
safety work product;

(7) The utilization of qualified staff;
and

(8) Activities related to the operation
of a patient safety evaluation system
and to the provision of feedback to par-
ticipants in a patient safety evaluation
system.

Patient safety evaluation system means
the collection, management, or anal-
ysis of information for reporting to or
by a PSO.

Patient safety organization (PSO)
means a private or public entity or
component thereof that is listed as a
PSO by the Secretary in accordance
with subpart B. A health insurance
issuer or a component organization of a
health insurance issuer may not be a
PSO. See also the exclusions in §3.102
of this part.

Patient safety work product:

(1) Except as provided in paragraph
(2) of this definition, patient safety
work product means any data, reports,
records, memoranda, analyses (such as
root cause analyses), or written or oral
statements (or copies of any of this
material)

(i) Which could improve patient safe-
ty, health care quality, or health care
outcomes; and

(A) Which are assembled or developed
by a provider for reporting to a PSO
and are reported to a PSO, which in-
cludes information that is documented
as within a patient safety evaluation
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system for reporting to a PSO, and
such documentation includes the date
the information entered the patient
safety evaluation system; or

(B) Are developed by a PSO for the
conduct of patient safety activities; or

(ii) Which identify or constitute the
deliberations or analysis of, or identify
the fact of reporting pursuant to, a pa-
tient safety evaluation system.

(2)(i) Patient safety work product
does not include a patient’s medical
record, billing and discharge informa-
tion, or any other original patient or
provider information; nor does it in-
clude information that is collected,
maintained, or developed separately, or
exists separately, from a patient safety
evaluation system. Such separate in-
formation or a copy thereof reported to
a PSO shall not by reason of its report-
ing be considered patient safety work
product.

(ii) Patient safety work product as-
sembled or developed by a provider for
reporting to a PSO may be removed
from a patient safety evaluation sys-
tem and no longer considered patient
safety work product if:

(A) The information has not yet been
reported to a PSO; and

(B) The provider documents the act
and date of removal of such informa-
tion from the patient safety evaluation
system.

(iii) Nothing in this part shall be con-
strued to limit information that is not
patient safety work product from
being:

(A) Discovered or admitted in a
criminal, civil or administrative pro-
ceeding;

(B) Reported to a Federal, State,
local or Tribal governmental agency
for public health or health oversight
purposes; or

(C) Maintained as part of a provider’s
recordkeeping obligation under Fed-
eral, State, local or Tribal law.

Person means a natural person, trust
or estate, partnership, corporation,
professional association or corporation,
or other entity, public or private.

Provider means:

(1) An individual or entity licensed or
otherwise authorized under State law
to provide health care services, includ-
ing—
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(i) A hospital, nursing facility, com-
prehensive outpatient rehabilitation
facility, home health agency, hospice
program, renal dialysis facility, ambu-
latory surgical center, pharmacy, phy-
sician or health care practitioner’s of-
fice (includes a group practice), long
term care facility, behavior health res-
idential treatment facility, clinical
laboratory, or health center; or

(ii) A physician, physician assistant,
registered nurse, nurse practitioner,
clinical nurse specialist, certified reg-
istered nurse anesthetist, certified
nurse midwife, psychologist, certified
social worker, registered dietitian or
nutrition professional, physical or oc-
cupational therapist, pharmacist, or
other individual health care practi-
tioner;

(2) Agencies, organizations, and indi-
viduals within Federal, State, local, or
Tribal governments that deliver health
care, organizations engaged as contrac-
tors by the Federal, State, local, or
Tribal governments to deliver health
care, and individual health care practi-
tioners employed or engaged as con-
tractors by the Federal State, local, or
Tribal governments to deliver health
care; or

(3) A parent organization of one or
more entities described in paragraph
(1)(i) of this definition or a Federal,
State, local, or Tribal government unit
that manages or controls one or more
entities described in paragraphs (1)(i)
or (2) of this definition.

Research has the same meaning as
the term is defined in the HIPAA Pri-
vacy Rule at 45 CFR 164.501.

Respondent means a provider, PSO, or
responsible person who is the subject of
a complaint or a compliance review.

Responsible person means a person,
other than a provider or a PSO, who
has possession or custody of identifi-
able patient safety work product and is
subject to the confidentiality provi-
sions.

Workforce means employees, volun-
teers, trainees, contractors, or other
persons whose conduct, in the perform-
ance of work for a provider, PSO or re-
sponsible person, is under the direct
control of such provider, PSO or re-
sponsible person, whether or not they
are paid by the provider, PSO or re-
sponsible person.
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Subpart B—PSO Requirements and
Agency Procedures

§3.102 Process and requirements for
initial and continued listing of
PSOs.

(a) Eligibility and process for initial and
continued listing—(1) Submission of cer-
tification. Any entity, except as speci-
fied in paragraph (a)(2) of this section,
may request from the Secretary an ini-
tial or continued listing as a PSO by
submitting a completed certification
form that meets the requirements of
this section, in accordance with §3.112.
An individual with authority to make
commitments on behalf of the entity
seeking listing will be required to sub-
mit contact information for the entity
and:

(i) Attest that the entity is not sub-
ject to any exclusion in paragraph
(a)(2) of this section;

(ii) Provide certifications that the
entity meets each requirement for
PSOs in paragraph (b) of this section;

(iii) If the entity is a component of
another organization, provide the addi-
tional certifications that the entity
meets the requirements of paragraph
(c)(1)() of this section;

(iv) If the entity is a component of an
excluded entity described in paragraph
(a)(2)(ii), provide the additional certifi-
cations and information required by
paragraph (c)(1)(ii) of this section;

(v) Attest that the entity has dis-
closed if the Secretary has ever
delisted this entity (under its current
name or any other) or refused to list
the entity or whether any of its offi-
cials or senior managers held com-
parable positions of responsibility in
an entity that was denied listing or
delisted and, if any of these cir-
cumstances apply, submit with its cer-
tifications and related disclosures, the
name of the entity or entities that the
Secretary declined to list or delisted;

(vi) Attest that the PSO will prompt-
ly notify the Secretary during its pe-
riod of listing if it can no longer com-
ply with any of its attestations and the
applicable requirements in §§3.102(b)
and 3.102(c) or if there have been any
changes in the accuracy of the infor-
mation submitted for listing, along
with the pertinent changes; and
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(vii) Provide other information that
the Secretary determines to be nec-
essary to make the requested listing
determination.

(2) Exclusion of certain entities. The
following types of entities may not
seek listing as a PSO:

(i) A health insurance issuer; a unit
or division of a health insurance issuer;
or an entity that is owned, managed, or
controlled by a health insurance issuer;

(ii)(A) An entity that accredits or li-
censes health care providers;

(B) An entity that oversees or en-
forces statutory or regulatory require-
ments governing the delivery of health
care services;

(C) An agent of an entity that over-
sees or enforces statutory or regu-
latory requirements governing the de-
livery of health care services; or

(D) An entity that operates a Fed-
eral, state, local or Tribal patient safe-
ty reporting system to which health
care providers (other than members of
the entity’s workforce or health care
providers holding privileges with the
entity) are required to report informa-
tion by law or regulation.

(iii) A component of an entity listed
in paragraph (a)(2)(ii) may seek listing
as a component PSO subject to the re-
quirements and restrictions of para-
graph (¢)(1)(ii) of this section.

(3) Submission of certification for con-
tinued listing. To facilitate a timely
Secretarial determination regarding
acceptance of its certification for con-
tinued listing, a PSO must submit the
required certification no later than 75
days before the expiration of a PSO’s
three-year period of listing.

(b) Fifteen general PSO certification re-
quirements. The certifications sub-
mitted to the Secretary in accordance
with paragraph (a)(1)(ii) of this section
must conform to the following 15 re-
quirements:

(1) Required certification regarding
eight patient safety activities—(i) Initial
listing. An entity seeking initial listing
as a PSO must certify that it has writ-
ten policies and procedures in place to
perform each of the eight patient safe-
ty activities, defined in §3.20. With re-
spect to paragraphs (56) and (6) in the
definition of patient safety activities
regarding confidentiality and security,
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the policies and procedures must in-
clude and provide for:

(A) Compliance with the confiden-
tiality provisions of subpart C of this
part and with appropriate security
measures as required by §3.106 of this
subpart.

(B) Notification of each provider that
submitted patient safety work product
or data as described in §3.108(b)(2) to
the entity if the submitted work prod-
uct or data was subject to an unauthor-
ized disclosure or its security was
breached.

(ii) Continued Listing. A PSO seeking
continued listing must certify that it
is performing, and will continue to per-
form, each of the patient safety activi-
ties defined in §3.20, and is and will
continue to comply with the require-
ments of paragraphs (b)(1)(i)(A) and (B)
of this section.

(2) Required certification regarding
seven PSO criteria—(i) Initial Listing. In
its initial certification submission, an
entity must also certify that, if listed
as a PSO, it will comply with the seven
requirements in paragraphs (b)(2)(i)(A)
through (G) of this section.

(A) The mission and primary activity
of the PSO must be to conduct activi-
ties that are to improve patient safety
and the quality of health care delivery.

(B) The PSO must have appropriately
qualified workforce members, includ-
ing licensed or certified medical profes-
sionals.

(C) The PSO, within the 24-month pe-
riod that begins on the date of its ini-
tial listing as a PSO, and within each
sequential 24-month period thereafter,
must have 2 bona fide contracts, each
of a reasonable period of time, each
with a different provider for the pur-
pose of receiving and reviewing patient
safety work product.

(D) The PSO is not a health insur-
ance issuer, and is not a component of
a health insurance issuer.

(E) The PSO must make disclosures
to the Secretary as required under
§3.102(d), in accordance with §3.112 of
this subpart.

(F) To the extent practical and ap-
propriate, the PSO must collect pa-
tient safety work product from pro-
viders in a standardized manner that
permits valid comparisons of similar
cases among similar providers.
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(G) The PSO must utilize patient
safety work product for the purpose of
providing direct feedback and assist-
ance to providers to effectively mini-
mize patient risk.

(i1) Continued Listing. A PSO seeking
continued listing must certify that it
is complying with, and will continue to
comply with, the requirements of para-
graphs (b)(2)(i1)(A) through (G) of this
section.

(iii) Compliance with the criterion for
collecting patient safety work product in
a standardized manner to the extent prac-
tical and appropriate. With respect to
paragraph (b)(2)(i)(F) of this section,
the Secretary will assess compliance
by a PSO in the following manner.

(A) A PSO seeking continued listing
must:

(1) Certify that the PSO is using the
Secretary’s published guidance for
common formats and definitions in its
collection of patient safety work prod-
uct (option (1));

(2) Certify that the PSO is using an
alternative system of formats and defi-
nitions that permits valid comparisons
of similar cases among similar pro-
viders (option (II)); or

(3) Provide a clear explanation for
why it is not practical or appropriate
for the PSO to comply with options (I)
or (IT) at this time.

(B) The Secretary will consider a
PSO to be in compliance if the entity
complies with option (I), satisfactorily
demonstrates that option (II) permits
valid comparisons of similar cases
among similar providers, or satisfac-
torily demonstrates that it is not prac-
tical or appropriate for the PSO to
comply with options (I) or (II) at this
time.

(c) Additional certifications required of
component organications—(1) Require-
ments when seeking listing—(i) Require-
ments that all component organizations
must meet. In addition to meeting the 15
general PSO certification requirements
of paragraph (b) of this section, an en-
tity seeking initial listing that is a
component of another organization
must certify that it will comply with
the requirements of paragraph (c)(2) of
this section. A component PSO seeking
continued listing must certify that it
is complying with, and will continue to
comply with, the requirements of this
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same paragraph (c)(2). At initial and
continued listing, a component entity
must attach to its certifications for
listing contact information for its par-
ent organization(s).

(i1) Additional requirements and limita-
tions applicable to components of entities
that are excluded from listing. In addi-
tion to the requirements under para-
graph (c¢)(1)(i) of this section, a compo-
nent of an organization excluded from
listing under paragraph (a)(2)(ii) of this
section must submit the additional cer-
tifications and specified information
for initial and continued listing and
comply with paragraph (c)(4) of this
section.

(2) Required component certifications—
(i) Separation of patient safety work
product. A component PSO must main-
tain patient safety work product sepa-
rately from the rest of the parent orga-
nization(s) of which it is a part, and es-
tablish appropriate security measures
to maintain the confidentiality of pa-
tient safety work product. The infor-
mation system in which the component
PSO maintains patient safety work
product must not permit unauthorized
access by one or more individuals in, or
by units of, the rest of the parent orga-
nization(s) of which it is a part.

(ii) Nondisclosure of patient safety
work product. A component PSO must
require that members of its workforce
and any other contractor staff not
make unauthorized disclosures of pa-
tient safety work product to the rest of
the parent organization(s) of which it
is a part.

(iii) No conflict of interest. The pursuit
of the mission of a component PSO
must not create a conflict of interest
with the rest of the parent organiza-
tion(s) of which it is a part.

(3) Written agreements for assisting a
component PSO in the conduct of patient
safety activities. Notwithstanding the
requirements of paragraph (c)(2) of this
section, a component PSO may provide
access to identifiable patient safety
work product to one or more individ-
uals in, or to one or more units of, the
rest of the parent organization(s) of
which it is a part, if the component
PSO enters into a written agreement
with such individuals or units which
requires that:
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(i) The component PSO will only pro-
vide access to identifiable patient safe-
ty work product to enable such individ-
uals or units to assist the component
PSO in its conduct of patient safety ac-
tivities, and

(ii) Such individuals or units that re-
ceive access to identifiable patient
safety work product pursuant to such
written agreement will only use or dis-
close such information as specified by
the component PSO to assist the com-
ponent PSO in its conduct of patient
safety activities, will take appropriate
security measures to prevent unau-
thorized disclosures and will comply
with the other certifications the com-
ponent has made pursuant to para-
graph (c)(2) of this section regarding
unauthorized disclosures and con-
ducting the mission of the PSO with-
out creating conflicts of interest.

(4) Required attestations, information
and operational limitations for compo-
nents of entities excluded from listing. A
component organization of an entity
that is subject to the restrictions of
paragraph (a)(2)(ii) of this section
must:

(i) Submit the following information
with its certifications for listing:

(A) A statement describing its parent
organization’s role, and the scope of
the parent organization’s authority,
with respect to any of the following
that apply: Accreditation or licensure
of health care providers, oversight or
enforcement of statutory or regulatory
requirements governing the delivery of
health care services, serving as an
agent of such a regulatory oversight or
enforcement authority, or admin-
istering a public mandatory patient
safety reporting system;

(B) An attestation that the parent
organization has no policies or proce-
dures that would require or induce pro-
viders to report patient safety work
product to their component organiza-
tion once listed as a PSO and that the
component PSO will notify the Sec-
retary within 5 calendar days of the
date on which the component organiza-
tion has knowledge of the adoption by
the parent organization of such policies
or procedures, and an acknowledgment
that the adoption of such policies or
procedures by the parent organization
during the component PSO’s period of
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listing will result in the Secretary ini-
tiating an expedited revocation process
in accordance with §3.108(e); and

(C) An attestation that the compo-
nent organization will prominently
post notification on its Web site and
publish in any promotional materials
for dissemination to providers, a sum-
mary of the information that is re-
quired by paragraph (c)(4)(i)(A) of this
section.

(ii) Comply with the following re-
quirements during its period of listing:

(A) The component organization may
not share staff with its parent organi-
zation(s).

(B) The component organization may
enter into a written agreement pursu-
ant to paragraph (c)(3) but such agree-
ments are limited to units or individ-
uals of the parent organization(s)
whose responsibilities do not involve
the activities specified in the restric-
tions in paragraph (a)(2)(ii) of this sec-
tion.

(d) Required mnotifications. Upon list-
ing, PSOs must meet the following no-
tification requirements:

(1) Notification regarding PSO compli-
ance with the minimum contract require-
ment. No later than 45 calendar days
prior to the last day of the pertinent
24-month assessment period, specified
in paragraph (b)(2)(iii)(C) of this sec-
tion, the Secretary must receive from a
PSO a certification that states whether
it has met the requirement of that
paragraph regarding two bona fide con-
tracts, submitted in accordance with
§3.112 of this subpart.

(2) Notification regarding a PSO’s rela-
tionships with its contracting providers—
(i) Requirement. A PSO must file a dis-
closure statement regarding a provider
with which it has a contract that pro-
vides the confidentiality and privilege
protections of the Patient Safety Act
(hereinafter referred to as a Patient
Safety Act contract) if the PSO has
any other relationships with this pro-
vider that are described in paragraphs
(d)(2)(1)(A) through (D) of this section.
The PSO must disclose all such rela-
tionships. A disclosure statement is
not required if all of its other relation-
ships with the provider are limited to
Patient Safety Act contracts.

(A) The provider and PSO have cur-
rent contractual relationships, other
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than those arising from any Patient
Safety Act contracts, including formal
contracts or agreements that impose
obligations on the PSO.

(B) The provider and PSO have cur-
rent financial relationships other than
those arising from any Patient Safety
Act contracts. A financial relationship
may include any direct or indirect
ownership or investment relationship
between the PSO and the contracting
provider, shared or common financial
interests or direct or indirect com-
pensation arrangements whether in
cash or in-Kkind.

(C) The PSO and provider have cur-
rent reporting relationships other than
those arising from any Patient Safety
Act contracts, by which the provider
has access to information regarding
the work and operation of the PSO
that is not available to other con-
tracting providers.

(D) Taking into account all relation-
ships that the PSO has with the pro-
vider, the PSO is not independently
managed or controlled, or the PSO does
not operate independently from, the
contracting provider.

(ii) Content. A PSO must submit to
the Secretary the required attestation
form for disclosures with the informa-
tion specified below in accordance with
§3.112 and this section. The substantive
information that must be included
with each submission has two required
parts:

(A) The Required Disclosures. The first
part of the substantive information
must provide a succinct list of obliga-
tions between the PSO and the con-
tracting provider apart from their Pa-
tient Safety Act contract(s) that cre-
ate, or contain, any of the types of re-
lationships that must be disclosed
based upon the requirements of para-
graphs (d)(2)(i)(A) through (D) of this
section. Each reportable obligation or
discrete set of obligations that the PSO
has with this contracting provider
should be listed only once; noting the
specific aspects of the obligation(s)
that reflect contractual or financial re-
lationships, involve access to informa-
tion that is not available to other pro-
viders, or affect the independence of
PSO operations, management, or con-
trol.
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(B) An Explanatory Narrative. The sec-
ond required part of the substantive in-
formation must provide a brief explan-
atory narrative succinctly describing:
The policies and procedures that the
PSO has in place to ensure adherence
to objectivity and professionally recog-
nized analytic standards in the assess-
ments it undertakes; and any other
policies or procedures, or agreements
with this provider, that the PSO has in
place to ensure that it can fairly and
accurately perform patient safety ac-
tivities.

(iii) Deadlines for submission. The Sec-
retary must receive a disclosure state-
ment within 45 days of the date on
which a PSO enters a contract with a
provider if the circumstances described
in any of the paragraphs (d)(2)(i)(A)
through (D) of this section are met on
the date the contract is entered. Dur-
ing the contract period, if these cir-
cumstances subsequently arise, the
Secretary must receive a disclosure
statement from the PSO within 45 days
of the date that any disclosure require-
ment in paragraph (d)(2)(i) of this sec-
tion first applies.

§3.104 Secretarial actions.

(a) Actions in response to certification
submissions for initial and continued list-
ing as a PSO. (1) In response to an ini-
tial or continued certification submis-
sion by an entity, pursuant to the re-
quirements of §3.102 of this subpart,
the Secretary may—

(i) Accept the certification submis-
sion and list the entity as a PSO, or
maintain the listing of a PSO, if the
Secretary determines that the entity
meets the applicable requirements of
the Patient Safety Act and this sub-
part;

(ii) Deny acceptance of a certifi-
cation submission and, in the case of a
currently listed PSO, remove the enti-
ty from the list if the entity does not
meet the applicable requirements of
the Patient Safety Act and this sub-
part; or

(iii) Condition the listing of an entity
or the continued listing of a PSO, fol-
lowing a determination made pursuant
to paragraph (c) of this section or a de-
termination after review of the perti-
nent history of an entity that has been
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delisted or refused listing and its offi-
cials and senior managers.

(2) Basis for determination. In making
a determination regarding listing, the
Secretary will consider the certifi-
cation submission; any prior actions by
the Secretary regarding the entity or
PSO including delisting; any history of
or current non-compliance by the enti-
ty or the PSO or its officials or senior
managers with statutory or regulatory
requirements or requests from the Sec-
retary; the relationships of the entity
or PSO with providers; and any find-
ings made by the Secretary in accord-
ance with paragraph (c) of this section.

(3) Notification. The Secretary will
notify in writing each entity of action
taken on its certification submission
for initial or continued listing. The
Secretary will provide reasons when an
entity’s certification is conditionally
accepted and the entity is condi-
tionally listed, when an entity’s cer-
tification is not accepted and the enti-
ty is not listed, or when acceptance of
its certification is revoked and the en-
tity is delisted.

(b) Actions regarding PSO compliance
with the minimum contract requirement.
After the date on which the Secretary,
under §3.102(d)(1) of this subpart, must
receive notification regarding compli-
ance of a PSO with the minimum con-
tract requirement—

(1) If the PSO has met the minimum
contract requirement, the Secretary
will acknowledge in writing receipt of
the notification and add information to
the list established pursuant to para-
graph (d) of this section stating that
the PSO has certified that it has met
the requirement.

(2) If the PSO states that it has not
yvet met the minimum contract re-
quirement by the date specified in
§3.102(d)(1), or if notice is not received
by that date, the Secretary will issue
to the PSO a notice of a preliminary
finding of deficiency as specified in
§3.108(a)(2) and establish a period for
correction that extends until midnight
of the last day of the PSO’s applicable
24-month period of assessment. There-
after, if the requirement has not been
met, the Secretary will provide the
PSO a written notice of proposed rev-
ocation and delisting in accordance
with §3.108(a)(3).
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(c) Actions regarding required disclo-
sures by PSOs of relationships with con-
tracting providers. The Secretary will
review and make findings regarding
each disclosure statement submitted
by a PSO, pursuant to §3.102(d)(2), re-
garding its relationships with con-
tracting provider(s), determine wheth-
er such findings warrant action regard-
ing the listing of the PSO in accord-
ance with paragraph (c)(2) of this sec-
tion, and make the findings public.

(1) Basis of findings regarding PSO dis-
closure statements. In reviewing disclo-
sure statements, submitted pursuant
to §3.102(d)(2) of this subpart, the Sec-
retary will consider the disclosed rela-
tionship(s) between the PSO and the
contracting provider and the state-
ments and material submitted by the
PSO describing the policies and proce-
dures that the PSO has in place to de-
termine whether the PSO can fairly
and accurately perform the required
patient safety activities.

(2) Determination by the Secretary.
Based on the Secretary’s review and
findings, he may choose to take any of
the following actions:

(i) For an entity seeking an initial or
continued listing, the Secretary may
list or continue the listing of an entity
without conditions, list the entity sub-
ject to conditions, or deny the entity’s
certification for initial or continued
listing; or

(ii) For a listed PSO, the Secretary
may determine that the entity will re-
main listed without conditions, con-
tinue the entity’s listing subject to
conditions, or remove the entity from
the list of PSOs.

(3) Release of disclosure statements and
Secretarial findings. (i) Subject to para-
graph (¢)(3)(ii) of this section, the Sec-
retary will make disclosure statements
available to the public along with re-
lated findings that are made available
in accordance with paragraph (c) of
this section.

(ii) The Secretary may withhold in-
formation that is exempt from public
disclosure under the Freedom of Infor-
mation Act, e.g., trade secrets or con-
fidential commercial information that
are subject to the restrictions of 18
U.S.C. 1905.

(d) Maintaining a list of PSOs. The
Secretary will compile and maintain a
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publicly available list of entities whose
certifications as PSOs have been ac-
cepted. The list will include contact in-
formation for each entity, a copy of all
certification forms and disclosure
statements submitted by each entity in
accordance with paragraph (c)(3)(ii) of
this section, the effective date of the
PSO’s listing, and information on
whether a PSO has certified that it has
met the two contract requirement. The
list also will include a copy of the Sec-
retary’s findings regarding each disclo-
sure statement submitted by an entity,
information describing any related
conditions that have been placed by
the Secretary on the listing of an enti-
ty as a PSO, and other information
that this Subpart states may be made
public. AHRQ may maintain a PSO
website (or a comparable future form
of public notice) and may post the list
on this website.

(e) Three-year period of listing. (1) The
three-year period of listing of a PSO
will automatically expire at midnight
of the last day of this period, unless
the listing had been revoked or relin-
quished earlier in accordance with
§3.108 of this subpart, or if, prior to
this automatic expiration, the PSO
seeks a new three-year listing, in ac-
cordance with §3.102, and the Secretary
accepts the PSO’s certification for a
new three-year listing, in accordance
with §3.104(a).

(2) The Secretary plans to send a
written notice of imminent expiration
to a PSO at least 60 calendar days prior
to the date on which its three-year pe-
riod of listing expires if the Secretary
has not yet received a certification for
continued listing. The Secretary plans
to indicate, on the AHRQ PSO website,
the PSOs from whom certifications for
continued listing have not been timely
received.

(f) Effective dates of Secretarial actions.
Unless otherwise stated, the effective
date of each action by the Secretary
pursuant to this subpart will be speci-
fied in the written notice of such ac-
tion that is sent to the entity. When
the Secretary sends a notice that ad-
dresses acceptance or revocation of an
entity’s certifications or voluntary re-
linquishment by an entity of its status
as a PSO, the notice will specify the ef-
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fective date and time of listing or
delisting.

§3.106 Security requirements.

(a) Application. A PSO must secure
patient safety work product in con-
formance with the security require-
ments of paragraph (b) of this section.
These requirements must be met at all
times and at any location at which the
PSO, its workforce members, or its
contractors receive, access, or handle
patient safety work product. Handling
patient safety work product includes
its processing, development, use, main-
tenance, storage, removal, disclosure,
transmission and destruction.

(b) Security framework. A PSO must
have written policies and procedures
that address each of the considerations
specified in this subsection. In address-
ing the framework that follows, the
PSO may develop appropriate and scal-
able security standards, policies, and
procedures that are suitable for the
size and complexity of its organization.

(1) Security management. A PSO must
address:

(i) Maintenance and effective imple-
mentation of written policies and pro-
cedures that conform to the require-
ments of this section to protect the
confidentiality, integrity, and avail-
ability of the patient safety work prod-
uct that is received, accessed, or han-
dled; and to monitor and improve the
effectiveness of such policies and pro-
cedures, and

(ii) Training of the PSO workforce
and PSO contractors who receive, ac-
cess, or handle patient safety work
product regarding the requirements of
the Patient Safety Act, this Part, and
the PSO’s policies and procedures re-
garding the confidentiality and secu-
rity of patient safety work product.

(2) Distinguishing patient safety work
product. A PSO must address:

(i) Maintenance of the security of pa-
tient safety work product, whether in
electronic or other media, through ei-
ther physical separation from non-pa-
tient safety work product, or if co-lo-
cated with non-patient safety work
product, by making patient safety
work product distinguishable so that
the appropriate form and level of secu-
rity can be applied and maintained;
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(ii) Protection of the media, whether
in electronic, paper, or other media or
format, that contain patient safety
work product, limiting access to au-
thorized users, and sanitizing and de-
stroying such media before their dis-
posal or release for reuse; and

(iii) Physical and environmental pro-
tection, to control and limit physical
and virtual access to places and equip-
ment where patient safety work prod-
uct is received, accessed, or handled.

(3) Security control and monitoring. A
PSO must address:

(i) Identification of those authorized
to receive, access, or handle patient
safety work product and an audit ca-
pacity to detect unlawful, unauthor-
ized, or inappropriate receipt, access,
or handling of patient safety work
product, and

(ii) Methods to prevent unauthorized
receipt, access, or handling of patient
safety work product.

(4) Security assessment. A PSO must
address:

(1) Periodic assessments of security
risks and controls to establish if its
controls are effective, to correct any
deficiency identified, and to reduce or
eliminate any vulnerabilities.

(ii) System and communications pro-
tection, to monitor, control, and pro-
tect PSO receipt, access, or handling of
patient safety work product with par-
ticular attention to the transmission
of patient safety work product to and
from providers, other PSOs, contrac-
tors or any other responsible persons.

§3.108 Correction of deficiencies, rev-
ocation, and voluntary relinquish-
ment.

(a) Process for correction of a deficiency
and revocation—(1) Circumstances lead-
ing to revocation. The Secretary may re-
voke his acceptance of an entity’s cer-
tification (‘‘revocation’’) and delist the
entity as a PSO if he determines—

(i) The PSO is not fulfilling the cer-
tifications made to the Secretary as re-
quired by §3.102;

(ii) The PSO has not met the two
contract requirement, as required by
§3.102(d)(1);

(iii) Based on a PSO’s disclosures
made pursuant to §3.102(d)(2) , that the
entity cannot fairly and accurately
perform the patient safety activities of
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a PSO with a public finding to that ef-
fect; or

(iv) The PSO is not in compliance
with any other provision of the Patient
Safety Act or this part.

(2) Notice of preliminary finding of defi-
ciency and establishment of an oppor-
tunity for correction of a deficiency. (i)
Except as provided by paragraph (e) of
this section, if the Secretary deter-
mines that a PSO is not in compliance
with its obligations under the Patient
Safety Act or this subpart, the Sec-
retary must send a PSO written notice
of the preliminary finding of defi-
ciency. The notice must state the ac-
tions or inactions that encompass the
deficiency finding, outline the evidence
that the deficiency exists, specify the
possible and/or required corrective ac-
tions that must be taken, and establish
a date by which the deficiency must be
corrected. The Secretary may specify
in the notice the form of documenta-
tion required to demonstrate that the
deficiency has been corrected.

(ii) The notice of a preliminary find-
ing of deficiency is presumed received
five days after it is sent, absent evi-
dence of the actual receipt date. If a
PSO does not submit evidence to the
Secretary within 14 calendar days of
actual or constructive receipt of such
notice, whichever is longer, which dem-
onstrates that the preliminary finding
is factually incorrect, the preliminary
finding will be the basis for a finding of
deficiency.

(3) Determination of correction of a de-
ficiency. (i) Unless the Secretary speci-
fies another date, the Secretary must
receive documentation to demonstrate
that the PSO has corrected any defi-
ciency cited in the preliminary finding
of deficiency no later than five cal-
endar days following the last day of the
correction period that is specified by
the Secretary in such notice.

(ii) In making a determination re-
garding the correction of any defi-
ciency, the Secretary will consider the
documentation submitted by the PSO,
any assessments under §3.110, rec-
ommendations of program staff, and
any other information available re-
garding the PSO that the Secretary
deems appropriate and relevant to the
PSO’s implementation of the terms of
its certification.
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(iii) After completing his review, the
Secretary may make one of the fol-
lowing determinations:

(A) The action(s) taken by the PSO
have corrected any deficiency, in which
case the Secretary will withdraw the
notice of deficiency and so notify the
PSO;

(B) The PSO has acted in good faith
to correct the deficiency, but the Sec-
retary finds an additional period of
time is necessary to achieve full com-
pliance and/or the required corrective
action specified in the notice of a pre-
liminary finding of deficiency needs to
be modified in light of the experience
of the PSO in attempting to implement
the corrective action, in which case the
Secretary will extend the period for
correction and/or modify the specific
corrective action required; or

(C) The PSO has not completed the
corrective action because it has not
acted with reasonable diligence or
speed to ensure that the corrective ac-
tion was completed within the allotted
time, in which case the Secretary will
issue to the PSO a notice of proposed
revocation and delisting.

(iv) When the Secretary issues a writ-
ten notice of proposed revocation and
delisting, the notice will specify the
deficiencies that have not been timely
corrected and will detail the manner in
which the PSO may exercise its oppor-
tunity to be heard in writing to re-
spond to the deficiencies specified in
the notice.

(4) Opportunity to be heard in writing
following a notice of proposed revocation
and delisting. The Secretary will afford
a PSO an opportunity to be heard in
writing, as specified in paragraph
(a)(4)(i) of this section, to provide a
substantive response to the deficiency
finding(s) set forth in the notice of pro-
posed revocation and delisting.

(i) The notice of proposed revocation
and delisting is presumed received five
days after it is sent, absent evidence of
actual receipt. The Secretary will pro-
vide a PSO with a period of time, be-
ginning with the date of receipt of the
notice of proposed revocation and
delisting of which there is evidence, or
the presumed date of receipt if there is
no evidence of earlier receipt, and end-
ing at midnight 30 calendar days there-
after, during which the PSO may sub-
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mit a substantive response to the defi-
ciency findings in writing.

(ii) The Secretary will provide to the
PSO any rules of procedure governing
the form or transmission of the written
response to the notice of proposed rev-
ocation and delisting. Such rules may
also be posted on the AHRQ PSO Web
site or published in the FEDERAL REG-
ISTER.

(iii) If a PSO does not submit a writ-
ten response to the deficiency find-
ing(s) within 30 calendar days of re-
ceipt of the notice of proposed revoca-
tion and delisting, the notice of pro-
posed revocation becomes final as a
matter of law and the basis for Secre-
tarial action under paragraph (b)(1) of
this section.

(6) The Secretary’s decision regarding
revocation. The Secretary will review
the entire administrative record per-
taining to a notice of proposed revoca-
tion and delisting and any written ma-
terials submitted by the PSO under
paragraph (a)(4) of this section. The
Secretary may affirm, reverse, or mod-
ify the notice of proposed revocation
and delisting and will make a deter-
mination with respect to the continued
listing of the PSO.

(b) Revocation of the Secretary’s accept-
ance of a PSO’s certifications—(1) Estab-
lishing the date and time of revocation
and delisting. When the Secretary con-
cludes, in accordance with a decision
made under paragraphs (a)(5b), (e)(3)(iii)
or (e)(3)(iv)(C) of this section, that rev-
ocation of the acceptance of a PSO’s
certification is warranted for its fail-
ure to comply with requirements of the
Patient Safety Act or of this Part, the
Secretary will establish the effective
time and date for such prompt revoca-
tion and removal of the entity from the
list of PSOs, so notify the PSO in writ-
ing, and provide the relevant public no-
tice required by §3.108(d) of this sub-
part.

(2) Required mnotification of providers
and status of data. (i) Upon being noti-
fied of the Secretary’s action pursuant
to paragraph (b)(1) of this section, the
former PSO will take all reasonable ac-
tions to notify each provider, whose pa-
tient safety work product it collected
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or analyzed, of the Secretary’s ac-
tion(s) and the following statutory in-
formation: Confidentiality and privi-
lege protections that applied to patient
safety work product while the former
PSO was listed continue to apply after
the entity is removed from listing.
Data submitted by providers to the
former PSO for 30 calendar days fol-
lowing the date and time on which the
entity was removed from the list of
PSOs pursuant to paragraph (b)(1) of
this section will have the same status
as data submitted while the entity was
still listed.

(ii) Within 15 days of being notified of
the Secretary’s action pursuant to
paragraph (b)(1) of this section, the
former PSO shall submit to the Sec-
retary confirmation that it has taken
the actions in paragraph (b)(2)(i) of this
section.

(3) Disposition of patient safety work
product and data. Within 90 days fol-
lowing the effective date of revocation
and delisting pursuant to paragraph
(b)(1) of this section, the former PSO
will take one or more of the following
measures in regard to patient safety
work product and data described in
paragraph (b)(2)(i) of this section:

(i) Transfer such patient safety work
product or data, with the approval of
the source from which it was received,
to a PSO that has agreed to receive
such patient safety work product or
data;

(i1) Return such work product or data
to the source from which it was sub-
mitted; or

(iii) If returning such patient safety
work product or data to its source is
not practicable, destroy such patient
safety work product or data.

(¢c) Voluntary relinquishment—(1) Cir-
cumstances constituting voluntary relin-
quishment. A PSO will be considered to
have voluntarily relinquished its sta-
tus as a PSO if the Secretary accepts a
notification from a PSO that it wishes
to relinquish voluntarily its listing as
a PSO.

(2) Notification of voluntary relinquish-
ment. A PSO’s notification of voluntary
relinquishment to the Secretary must
include the following:

(i) An attestation that all reasonable
efforts have been made, or will have
been made by a PSO within 15 calendar
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days of this statement, to notify the
sources from which it received patient
safety work product of the PSO’s in-
tention to cease PSO operations and
activities, to relinquish voluntarily its
status as a PSO, to request that these
other entities cease reporting or sub-
mitting any further information to the
PSO as soon as possible, and inform
them that any information reported
after the effective date and time of
delisting that the Secretary sets pursu-
ant to paragraph (c)(3) of this section
will not be protected as patient safety
work product under the Patient Safety
Act.

(ii) An attestation that the entity
has established a plan, or within 15 cal-
endar days of this statement, will have
made all reasonable efforts to establish
a plan, in consultation with the
sources from which it received patient
safety work product, that provides for
the disposition of the patient safety
work product held by the PSO con-
sistent with, to the extent practicable,
the statutory options for disposition of
patient safety work product as set out
in paragraph (b)(3) of this section; and

(iii) Appropriate contact information
for further communications from the
Secretary.

(3) Response to notification of voluntary
relinquishment. (i) After a PSO provides
the notification required by paragraph
(c)(2) of this section, the Secretary will
respond in writing to the entity indi-
cating whether the proposed voluntary
relinquishment of its PSO status is ac-
cepted. If the voluntary relinquishment
is accepted, the Secretary’s response
will indicate an effective date and time
for the entity’s removal from the list
of PSOs and will provide public notice
of the voluntary relinquishment and
the effective date and time of the
delisting, in accordance with §3.108(d)
of this subpart.

(ii) If the Secretary receives a notifi-
cation of voluntary relinquishment
during or immediately after revocation
proceedings for cause under paragraphs
(a)(4) and (a)(b) of this section, the Sec-
retary, as a matter of discretion, may
accept voluntary relinquishment in ac-
cordance with the preceding paragraph
or decide not to accept the entity’s
proposed voluntary relinquishment and
proceed with the revocation for cause
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and delisting pursuant to paragraph
(b)(1) of this section.

(4) Non-applicability of certain proce-
dures and requirements. (1) A decision by
the Secretary to accept a request by a
PSO to relinquish voluntarily its sta-
tus as a PSO pursuant to paragraph
(c)(2) of this section does not con-
stitute a determination of a deficiency
in PSO compliance with the Patient
Safety Act or with this Subpart.

(ii) The procedures and requirements
of §3.108(a) of this subpart regarding
deficiencies including the opportunity
to correct deficiencies and to be heard
in writing, and the procedures and re-
quirements of §3.108(b) are not applica-
ble to determinations of the Secretary
made pursuant to this subsection.

(d) Public notice of delisting regarding
removal from listing. If the Secretary re-
moves an entity from the list of PSOs
following revocation of acceptance of
the entity’s certification pursuant to
§3.108(b)(1), voluntary relinquishment
pursuant to §3.108(c)(3), or expiration
of an entity’s period of listing pursuant
to §3.104(e)(1), the Secretary will
promptly publish in the FEDERAL REG-
ISTER and on the AHRQ PSO website,
or in a comparable future form of pub-
lic notice, a notice of the actions taken
and the effective dates.

(e) Expedited revocation and delisting—
(1) Basis for expedited revocation. Not-
withstanding any other provision of
this section, the Secretary may use the
expedited revocation process described
in paragraph (e)(3) of this section if he
determines—

(i) The PSO is not in compliance with
this part because it is or is about to be-
come an entity described in §3.102(a)(2).

(ii) The parent organization of the
PSO is an entity described in
§3.102(a)(2) and requires or induces
health care providers to report patient
safety work product to its component
PSO; or

(iii) The circumstances for revoca-
tion in paragraph (a)(1) of this section
exist, and the Secretary has deter-
mined that there would be serious ad-
verse consequences if the PSO were to
remain listed.

(2) Applicable provisions. If the Sec-
retary uses the expedited revocation
process described in paragraph (e)(3) of
this section, the procedures in para-
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graphs (a)(2) through (5) of this section
shall not apply and paragraph (a)(l)
and paragraphs (b) and (d) of this sec-
tion shall apply.

(3) Expedited revocation process. (i)
The Secretary must send the PSO a
written notice of deficiency that:

(A) Identifies the evidence that the
circumstances for revocation and
delisting under paragraph (a)(1) of this
section exist, and any corrective action
that the PSO must take if the Sec-
retary determines that corrective ac-
tion may resolve the matter so that
the entity would not be delisted; and

(B) Provides an opportunity for the
PSO to respond in writing to correct
the facts or the legal bases for delisting
found in the notice, and to offer any
other grounds for its mnot being
delisted.

(ii) The notice of deficiency will be
presumed to be received five days after
it is sent, absent evidence of the actual
receipt date.

(iii) If the PSO does not submit a
written response to the Secretary with-
in 14 calendar days of actual or con-
structive receipt of such notice, which-
ever is longer, the Secretary may re-
voke his acceptance of the PSO’s cer-
tifications and remove the entity from
the list of PSOs.

(iv) If the PSO responds in writing
within the required 14-day time period,
the Secretary may take any of the fol-
lowing actions:

(A) Withdraw the notice of defi-
ciency;

(B) Provide the PSO with more time
to resolve the matter to the Sec-
retary’s satisfaction; or

(C) Revoke his acceptance of the
PSO’s certifications and remove the
entity from the list of PSOs.

§3.110 Assessment of PSO compliance.

The Secretary may request informa-
tion or conduct announced or unan-
nounced reviews of, or site visits to,
PSOs, to assess or verify PSO compli-
ance with the requirements of this sub-
part and for these purposes will be al-
lowed to inspect the physical or virtual
sites maintained or controlled by the
PSO. The Secretary will be allowed to
inspect and/or be given or sent copies
of any PSO records deemed necessary
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and requested by the Secretary to im-
plement the provisions of this subpart.
Such PSO records may include patient
safety work product in accordance with
§3.206(d) of this part.

§3.112 Submissions and forms.

(a) Forms referred to in this subpart
may be obtained on the PSO Web site
(http:/www.pso.ahrq.gov) maintained
for the Secretary by AHRQ or a suc-
Cessor agency or on successor publica-
tion technology or by requesting them
in writing by e-mail at
pso@ahrq.hhs.gov, or by mail from the
Agency for Healthcare Research and
Quality, CQuIPS, PSO Liaison, 540
Gaither Road, Rockville, MD 20850. A
form (including any required attach-
ments) must be submitted in accord-
ance with the accompanying instruc-
tions.

(b) Information submitted to AHRQ
in writing, but not required to be on or
attached to a form, and requests for in-
formation from AHRQ, may be sub-
mitted by mail or other delivery to the
Agency for Healthcare Research and
Quality, CQuIPS, PSO Liaison, 540
Gaither Road, Rockville, MD 20850, by
facsimile at (301) 427-1341, or by e-mail
at pso@ahrq.hhs.gov.

(c) If a submission to the Secretary is
incomplete or additional information
is needed to allow a determination to
be made under this subpart, the sub-
mitter will be notified if any additional
information is required.

Subpart C—Confidentiality and
Privilege Protections of Patient
Safety Work Product

§3.204 Privilege of patient safety work
product.

(a) Privilege. Notwithstanding any
other provision of Federal, State, local,
or Tribal law and subject to paragraph
(b) of this section and §3.208 of this
subpart, patient safety work product
shall be privileged and shall not be:

(1) Subject to a Federal, State, local,
or Tribal civil, criminal, or administra-
tive subpoena or order, including in a
Federal, State, local, or Tribal civil or
administrative disciplinary proceeding
against a provider;

(2) Subject to discovery in connection
with a Federal, State, local, or Tribal
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civil, criminal, or administrative pro-
ceeding, including in a Federal, State,
local, or Tribal civil or administrative
disciplinary proceeding against a pro-
vider;

(3) Subject to disclosure pursuant to
section 552 of Title 5, United States
Code (commonly known as the Free-
dom of Information Act) or any other
similar Federal, State, local, or Tribal
law;

(4) Admitted as evidence in any Fed-
eral, State, local, or Tribal govern-
mental civil proceeding, criminal pro-
ceeding, administrative rulemaking
proceeding, or administrative adjudica-
tory proceeding, including any such
proceeding against a provider; or

(5) Admitted in a professional dis-
ciplinary proceeding of a professional
disciplinary body established or spe-
cifically authorized under State law.

(b) Exceptions to privilege. Privilege
shall not apply to (and shall not be
construed to prohibit) one or more of
the following disclosures:

(1) Disclosure of relevant patient
safety work product for use in a crimi-
nal proceeding, subject to the condi-
tions at §3.206(b)(1) of this subpart.

(2) Disclosure to the extent required
to permit equitable relief subject to
the conditions at §3.206(b)(2) of this
subpart.

(3) Disclosure pursuant to provider
authorizations subject to the condi-
tions at §3.206(b)(3) of this subpart.

(4) Disclosure of non-identifiable pa-
tient safety work product subject to
the conditions at §3.206(b)(5) of this
subpart.

(c) Implementation and enforcement by
the Secretary. Privilege shall not apply
to (and shall not be construed to pro-
hibit) disclosures of relevant patient
safety work product to or by the Sec-
retary if such patient safety work
product is needed to investigate or de-
termine compliance, or to seek or im-
pose civil money penalties, with re-
spect to this part or the HIPAA Pri-
vacy Rule, or to make or support deci-
sions with respect to listing of a PSO.

§3.206 Confidentiality of patient safe-
ty work product.

(a) Confidentiality. Subject to para-
graphs (b) through (e) of this section,
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and §§3.208 and 3.210 of this subpart, pa-
tient safety work product shall be con-
fidential and shall not be disclosed.

(b) Exceptions to confidentiality. The
confidentiality provisions shall not
apply to (and shall not be construed to
prohibit) one or more of the following
disclosures:

(1) Disclosure in criminal proceedings.
Disclosure of relevant patient safety
work product for use in a criminal pro-
ceeding, but only after a court makes
an in-camera determination that:

(1) Such patient safety work product
contains evidence of a criminal act;

(i1) Such patient safety work product
is material to the proceeding; and

(iii) Such patient safety work prod-
uct is not reasonably available from
any other source.

(2) Disclosure to permit equitable relief
for reporters. Disclosure of patient safe-
ty work product to the extent required
to permit equitable relief under section
922 (f)(4)(A) of the Public Health Serv-
ice Act, provided the court or adminis-
trative tribunal has issued a protective
order to protect the confidentiality of
the patient safety work product in the
course of the proceeding.

(3) Disclosure authorized by identified
providers. (i) Disclosure of identifiable
patient safety work product consistent
with a valid authorization if such au-
thorization is obtained from each pro-
vider identified in such work product
prior to disclosure. A valid authoriza-
tion must:

(A) Be in writing and signed by the
provider from whom authorization is
sought; and

(B) Contain sufficient detail to fairly
inform the provider of the nature and
scope of the disclosures being author-
ized;

(ii) A valid authorization must be re-
tained by the disclosing entity for six
years from the date of the last disclo-
sure made in reliance on the authoriza-
tion and made available to the Sec-
retary upon request.

(4) Disclosure for patient safety activi-
ties—(i) Disclosure between a provider
and a PSO. Disclosure of patient safety
work product for patient safety activi-
ties by a provider to a PSO or by a PSO
to that disclosing provider.

(i1) Disclosure to a contractor of a pro-
vider or a PSO. A provider or a PSO
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may disclose patient safety work prod-
uct for patient safety activities to an
entity with which it has contracted to
undertake patient safety activities on
its behalf. A contractor receiving pa-
tient safety work product for patient
safety activities may not further dis-
close patient safety work product, ex-
cept to the provider or PSO with which
it is contracted.

(iii) Disclosure among affiliated pro-
viders. Disclosure of patient safety
work product for patient safety activi-
ties by a provider to an affiliated pro-
vider.

(iv) Disclosure to another PSO or pro-
vider. Disclosure of patient safety work
product for patient safety activities by
a PSO to another PSO or to another
provider that has reported to the PSO,
or, except as otherwise permitted in
paragraph (b)(4)(iii) of this section, by
a provider to another provider, pro-
vided:

(A) The following direct identifiers of
any providers and of affiliated organi-
zations, corporate parents, subsidi-
aries, practice partners, employers,
members of the workforce, or house-
hold members of such providers are re-
moved:

(1) Names;

(2) Postal address information, other
than town or city, State and zip code;

(3) Telephone numbers;

(4) Fax numbers;

() Electronic mail addresses;

(6) Social security numbers or tax-
payer identification numbers;

7 Provider or practitioner
credentialing or DEA numbers;

(8) National provider identification
number;

(9) Certificate/license numbers;

(10) Web Universal Resource Locators
(URLsS);

(11) Internet Protocol (IP) address
numbers;

(12) Biometric identifiers, including
finger and voice prints; and

(13) Full face photographic images
and any comparable images; and

(B) With respect to any individually
identifiable health information in such
patient safety work product, the direct
identifiers listed at 45 CFR 164.514(e)(2)
have been removed.
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(5) Disclosure of nonidentifiable patient
safety work product. Disclosure of non-
identifiable patient safety work prod-
uct when patient safety work product
meets the standard for nonidentifica-
tion in accordance with §3.212 of this
subpart.

(6) Disclosure for research. (i) Disclo-
sure of patient safety work product to
persons carrying out research, evalua-
tion or demonstration projects author-
ized, funded, certified, or otherwise
sanctioned by rule or other means by
the Secretary, for the purpose of con-
ducting research.

(ii) If the patient safety work product
disclosed pursuant to paragraph
(b)(6)(1) of this section is by a HIPAA
covered entity as defined at 45 CFR
160.103 and contains protected health
information as defined by the HIPAA
Privacy Rule at 45 CFR 160.103, such
patient safety work product may only
be disclosed under this exception in the
same manner as would be permitted
under the HIPAA Privacy Rule.

(T) Disclosure to the Food and Drug Ad-
ministration (FDA) and entities required
to report to FDA. (i) Disclosure by a pro-
vider of patient safety work product
concerning an FDA-regulated product
or activity to the FDA, an entity re-
quired to report to the FDA concerning
the quality, safety, or effectiveness of
an FDA-regulated product or activity,
or a contractor acting on behalf of
FDA or such entity for these purposes.

(ii) Any person permitted to receive
patient safety work product pursuant
to paragraph (b)(7)(i) of this section
may only further disclose such patient
safety work product for the purpose of
evaluating the quality, safety, or effec-
tiveness of that product or activity to
another such person or the disclosing
provider.

(8) Voluntary disclosure to an accred-
iting body. (i) Voluntary disclosure by a
provider of patient safety work product
to an accrediting body that accredits
that provider, provided, with respect to
any identified provider other than the
provider making the disclosure:

(A) The provider agrees to the disclo-
sure; or

(B) The identifiers
§3.206(b)(4)(iv)(A) are removed.

(ii) An accrediting body may not fur-
ther disclose patient safety work prod-

at
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uct it receives pursuant to paragraph
(b)(8)(1) of this section.

(iii) An accrediting body may not
take an accrediting action against a
provider based on a good faith partici-
pation of the provider in the collection,
development, reporting, or mainte-
nance of patient safety work product in
accordance with this Part. An accred-
iting body may not require a provider
to reveal its communications with any
PSO.

(9) Disclosure for business operations.
(i) Disclosure of patient safety work
product by a provider or a PSO for
business operations to attorneys, ac-
countants, and other professionals.
Such contractors may not further dis-
close patient safety work product, ex-
cept to the entity from which they re-
ceived the information.

(ii) Disclosure of patient safety work
product for such other business oper-
ations that the Secretary may pre-
scribe by regulation as consistent with
the goals of this part.

(10) Disclosure to law enforcement. (i)
Disclosure of patient safety work prod-
uct to an appropriate law enforcement
authority relating to an event that ei-
ther constitutes the commission of a
crime, or for which the disclosing per-
son reasonably believes constitutes the
commission of a crime, provided that
the disclosing person believes, reason-
ably under the circumstances, that the
patient safety work product that is dis-
closed is necessary for criminal law en-
forcement purposes.

(ii) Law enforcement personnel re-
ceiving patient safety work product
pursuant to paragraph (b)(10)(i) of this
section only may disclose that patient
safety work product to other law en-
forcement authorities as needed for law
enforcement activities related to the
event that gave rise to the disclosure
under paragraph (b)(10)(i) of this sec-
tion.

(c) Safe harbor. A provider or respon-
sible person, but not a PSO, is not con-
sidered to have violated the require-
ments of this subpart if a member of
its workforce discloses patient safety
work product, provided that the disclo-
sure does not include materials, includ-
ing oral statements, that:

(1) Assess the quality of care of an
identifiable provider; or
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(2) Describe or pertain to one or more
actions or failures to act by an identifi-
able provider.

(d) Implementation and enforcement by
the Secretary. The confidentiality provi-
sions shall not apply to (and shall not
be construed to prohibit) disclosures of
relevant patient safety work product
to or by the Secretary if such patient
safety work product is needed to inves-
tigate or determine compliance or to
seek or impose civil money penalties,
with respect to this part or the HIPAA
Privacy Rule, or to make or support
decisions with respect to listing of a
PSO.

(e) No limitation on authority to limit or
delegate disclosure or use. Nothing in
subpart C of this part shall be con-
strued to limit the authority of any
person to enter into a contract requir-
ing greater confidentiality or dele-
gating authority to make a disclosure
or use in accordance with this subpart.

§3.208 Continued protection of patient
safety work product.

(a) Except as provided in paragraph
(b) of this section, patient safety work
product disclosed in accordance with
this subpart, or disclosed
impermissibly, shall continue to be
privileged and confidential.

(b)(1) Patient safety work product
disclosed for use in a criminal pro-
ceeding pursuant to section 922(c)(1)(A)
of the Public Health Service Act, 42
U.S.C. 299b-22(c)(1)(A), and/or pursuant
to §3.206(b)(1) of this subpart continues
to be privileged, but is no longer con-
fidential.

(2) Non-identifiable patient safety
work product that is disclosed is no
longer privileged or confidential and
not subject to the regulations under
this part.

(3) Paragraph (b) of this section ap-
plies only to the specific patient safety
work product disclosed.

§3.210 Required disclosure of patient
safety work product to the Sec-
retary.

Notwithstanding any other provision
in this part, providers, PSOs, and re-
sponsible persons must disclose patient
safety work product upon request by
the Secretary when the Secretary de-
termines such patient safety work
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product is needed to investigate or de-
termine compliance or to seek or im-
pose civil money penalties, with re-
spect to this part or the HIPAA Pri-
vacy Rule, or to make or support deci-
sions with respect to listing of a PSO.

§3.212 Nonidentification
safety work product.

of patient

(a) Patient safety work product is
nonidentifiable with respect to a par-
ticular identified provider or a par-
ticular identified reporter if:

(1) A person with appropriate knowl-
edge of and experience with generally
accepted statistical and scientific prin-
ciples and methods for rendering infor-
mation not individually identifiable:

(i) Applying such principles and
methods, determines that the risk is
very small that the information could
be used, alone or in combination with
other reasonably available informa-
tion, by an anticipated recipient to
identify an identified provider or re-
porter; and

(ii) Documents the methods and re-
sults of the analysis that justify such
determination; or

(2)(1) The following identifiers of such
provider or reporter and of affiliated
organizations, corporate parents, sub-
sidiaries, practice partners, employers,
members of the workforce, or house-
hold members of such providers or re-
porters are removed:

(A) The direct identifiers listed at
§3.206(b)(4)(iv)(A)(1) through (13) of this
subpart;

(B) Geographic subdivisions smaller
than a State, including street address,
city, county, precinct, zip code and
equivalent geocodes, except for the ini-
tial three digits of a zip code if, accord-
ing to the current publicly available
data from the Bureau of the Census,
the geographic unit formed by com-
bining all zip codes with the same
three initial digits contains more than
20,000 people;

(C) All elements of dates (except
year) for dates directly related to a pa-
tient safety incident or event; and

(D) Any other unique identifying
number, characteristic, or code except
as permitted for re-identification; and

(ii) The provider, PSO or responsible
person making the disclosure does not
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have actual knowledge that the infor-
mation could be used, alone or in com-
bination with other information that is
reasonably available to the intended
recipient, to identify the particular
provider or reporter.

(3) Re-identification. A provider, PSO,
or responsible person may assign a
code or other means of record identi-
fication to allow information made
nonidentifiable under this section to be
re-identified by such provider, PSO, or
responsible person, provided that:

(i) The code or other means of record
identification is not derived from or re-
lated to information about the provider
or reporter and is not otherwise capa-
ble of being translated so as to identify
the provider or reporter; and

(ii) The provider, PSO, or responsible
person does not use or disclose the code
or other means of record identification
for any other purpose, and does not dis-
close the mechanism for re-identifica-
tion.

(b) Patient safety work product is
non-identifiable with respect to a par-
ticular patient only if the individually
identifiable health information regard-
ing that patient is de-identified in ac-
cordance with the HIPAA Privacy Rule
standard and implementation speci-
fications for the de-identification at 45
CFR 164.514(a) through (c).

Subpart D—Enforcement Program

§3.304 Principles for achieving com-
pliance.

(a) Cooperation. The Secretary will,
to the extent practicable, seek the co-
operation of providers, PSOs, and re-
sponsible persons in obtaining compli-
ance with the applicable confiden-
tiality provisions.

(b) Assistance. The Secretary may
provide technical assistance to pro-
viders, PSOs, and responsible persons
to help them comply voluntarily with
the applicable confidentiality provi-
sions.

§3.306 Complaints to the Secretary.

(a) Right to file a complaint. A person
who believes that patient safety work
product has been disclosed in violation
of the confidentiality provisions may
file a complaint with the Secretary.
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(b) Requirements for filing complaints.
Complaints under this section must
meet the following requirements:

(1) A complaint must be filed in writ-
ing, either on paper or electronically.

(2) A complaint must name the per-
son that is the subject of the complaint
and describe the act(s) believed to be in
violation of the applicable confiden-
tiality provision(s).

(3) A complaint must be filed within
180 days of when the complainant knew
or should have known that the act
complained of occurred, unless this
time limit is waived by the Secretary
for good cause shown.

(4) The Secretary may prescribe addi-
tional procedures for the filing of com-
plaints, as well as the place and man-
ner of filing, by notice in the FEDERAL
REGISTER.

(c) Investigation. The Secretary may
investigate complaints filed under this
section. Such investigation may in-
clude a review of the pertinent policies,
procedures, or practices of the respond-
ent and of the circumstances regarding
any alleged violation. At the time of
initial written communication with
the respondent about the complaint,
the Secretary will describe the act(s)
that are the basis of the complaint.

§3.308 Compliance reviews.

The Secretary may conduct compli-
ance reviews to determine whether a
respondent is complying with the ap-
plicable confidentiality provisions.

§3.310 Responsibilities of respondents.

(a) Provide records and compliance re-
ports. A respondent must keep such
records and submit such compliance re-
ports, in such time and manner and
containing such information, as the
Secretary may determine to be nec-
essary to enable the Secretary to as-
certain whether the respondent has
complied or is complying with the ap-
plicable confidentiality provisions.

(b) Cooperate with complaint investiga-
tions and compliance reviews. A respond-
ent must cooperate with the Secretary,
if the Secretary undertakes an inves-
tigation or compliance review of the
policies, procedures, or practices of the
respondent to determine whether it is
complying with the applicable con-
fidentiality provisions.
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(c) Permit access to information. (1) A
respondent must permit access by the
Secretary during normal business
hours to its facilities, books, records,
accounts, and other sources of informa-
tion, including patient safety work
product, that are pertinent +to
ascertaining compliance with the ap-
plicable confidentiality provisions. If
the Secretary determines that exigent
circumstances exist, such as when doc-
uments may be hidden or destroyed, a
respondent must permit access by the
Secretary at any time and without no-
tice.

(2) If any information required of a
respondent under this section is in the
exclusive possession of any other agen-
cy, institution, or person, and the
other agency, institution, or person
fails or refuses to furnish the informa-
tion, the respondent must so certify
and set forth what efforts it has made
to obtain the information.

§3.312 Secretarial action regarding
complaints and compliance reviews.

(a) Resolution when noncompliance is
indicated. (1) If an investigation of a
complaint pursuant to §3.306 of this
subpart or a compliance review pursu-
ant to §3.308 of this subpart indicates
noncompliance, the Secretary may at-
tempt to reach a resolution of the mat-
ter satisfactory to the Secretary by in-
formal means. Informal means may in-
clude demonstrated compliance or a
completed corrective action plan or
other agreement.

(2) If the matter is resolved by infor-
mal means, the Secretary will so in-
form the respondent and, if the matter
arose from a complaint, the complain-
ant, in writing.

(3) If the matter is not resolved by in-
formal means, the Secretary will—

(i) So inform the respondent and pro-
vide the respondent an opportunity to
submit written evidence of any miti-
gating factors. The respondent must
submit any evidence to the Secretary
within 30 days (computed in the same
manner as prescribed under §3.526 of
this subpart) of receipt of such notifi-
cation; and

(ii) If, following action pursuant to
paragraph (a)(3)(i) of this section, the
Secretary decides that a civil money
penalty should be imposed, inform the
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respondent of such finding in a notice
of proposed determination in accord-
ance with §3.420 of this subpart.

(b) Resolution when no violation is
found. If, after an investigation pursu-
ant to §3.306 of this subpart or a com-
pliance review pursuant to §3.308 of
this subpart, the Secretary determines
that further action is not warranted,
the Secretary will so inform the re-
spondent and, if the matter arose from
a complaint, the complainant, in writ-
ing.

(c) Uses and disclosures of information
obtained. (1) Identifiable patient safety
work product obtained by the Sec-
retary in connection with an investiga-
tion or compliance review under this
subpart will not be disclosed by the
Secretary, except in accordance with
§3.206(d) of this subpart, or if otherwise
permitted by this part or the Patient
Safety Act.

(2) Except as provided for in para-
graph (c)(1) of this section, informa-
tion, including testimony and other
evidence, obtained by the Secretary in
connection with an investigation or
compliance review under this subpart
may be used by HHS in any of its ac-
tivities and may be used or offered into
evidence in any administrative or judi-
cial proceeding.

§3.314 Investigational subpoenas and
inquiries.

(a) The Secretary may issue sub-
poenas in accordance with 42 U.S.C.
405(d) and (e), and 1320a-7a(j), to re-
quire the attendance and testimony of
witnesses and the production of any
other evidence including patient safety
work product during an investigation
or compliance review pursuant to this
part.

(1) A subpoena
paragraph must—

(i) State the name of the person (in-
cluding the entity, if applicable) to
whom the subpoena is addressed;

(ii) State the statutory authority for
the subpoena;

(iii) Indicate the date, time, and
place that the testimony will take
place;

(iv) Include a reasonably specific de-
scription of any documents or items re-
quired to be produced; and

issued under this
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(v) If the subpoena is addressed to an
entity, describe with reasonable par-
ticularity the subject matter on which
testimony is required. In that event,
the entity must designate one or more
natural persons who will testify on its
behalf, and must state as to each such
person that person’s name and address
and the matters on which he or she will
testify. The designated person must
testify as to matters known or reason-
ably available to the entity.

(2) A subpoena under this section
must be served by—

(i) Delivering a copy to the natural
person named in the subpoena or to the
entity named in the subpoena at its
last principal place of business; or

(ii) Registered or certified mail ad-
dressed to the natural person at his or
her last known dwelling place or to the
entity at its last known principal place
of business.

(3) A verified return by the natural
person serving the subpoena setting
forth the manner of service or, in the
case of service by registered or cer-
tified mail, the signed return post of-
fice receipt, constitutes proof of serv-
ice.

(4) Witnesses are entitled to the same
fees and mileage as witnesses in the
district courts of the United States (28
U.S.C. 1821 and 1825). Fees need not be
paid at the time the subpoena is
served.

(5) A subpoena under this section is
enforceable through the district court
of the United States for the district
where the subpoenaed natural person
resides or is found or where the entity
transacts business.

(b) Investigational inquiries are non-
public investigational proceedings con-
ducted by the Secretary.

(1) Testimony at investigational in-
quiries will be taken under oath or af-
firmation.

(2) Attendance of non-witnesses is
discretionary with the Secretary, ex-
cept that a witness is entitled to be ac-
companied, represented, and advised by
an attorney.

(3) Representatives of the Secretary
are entitled to attend and ask ques-
tions.

(4) A witness will have the oppor-
tunity to clarify his or her answers on
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the record following questioning by the
Secretary.

(5) Any claim of privilege must be as-
serted by the witness on the record.

(6) Objections must be asserted on
the record. Errors of any kind that
might be corrected if promptly pre-
sented will be deemed to be waived un-
less reasonable objection is made at
the investigational inquiry. Except
where the objection is on the grounds
of privilege, the question will be an-
swered on the record, subject to objec-
tion.

(7) If a witness refuses to answer any
question not privileged or to produce
requested documents or items, or en-
gages in conduct likely to delay or ob-
struct the investigational inquiry, the
Secretary may seek enforcement of the
subpoena under paragraph (a)(b) of this
section.

(8) The proceedings will be recorded
and transcribed. The witness is entitled
to a copy of the transcript, upon pay-
ment of prescribed costs, except that,
for good cause, the witness may be lim-
ited to inspection of the official tran-
script of his or her testimony.

(9)(i) The transcript will be sub-
mitted to the witness for signature.

(A) Where the witness will be pro-
vided a copy of the transcript, the
transcript will be submitted to the wit-
ness for signature. The witness may
submit to the Secretary written pro-
posed corrections to the transcript,
with such corrections attached to the
transcript. If the witness does not re-
turn a signed copy of the transcript or
proposed corrections within 30 days
(computed in the same manner as pre-
scribed under §3.526 of this part) of its
being submitted to him or her for sig-
nature, the witness will be deemed to
have agreed that the transcript is true
and accurate.

(B) Where, as provided in paragraph
(b)(8) of this section, the witness is lim-
ited to inspecting the transcript, the
witness will have the opportunity at
the time of inspection to propose cor-
rections to the transcript, with correc-
tions attached to the transcript. The
witness will also have the opportunity
to sign the transcript. If the witness
does not sign the transcript or offer
corrections within 30 days (computed
in the same manner as prescribed
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under §3.526 of this part) of receipt of
notice of the opportunity to inspect
the transcript, the witness will be
deemed to have agreed that the tran-
script is true and accurate.

(ii) The Secretary’s proposed correc-
tions to the record of transcript will be
attached to the transcript.

§3.402

(a) General rule. A person who dis-
closes identifiable patient safety work
product in knowing or reckless viola-
tion of the confidentiality provisions
shall be subject to a civil money pen-
alty for each act constituting such vio-
lation.

(b) Violation attributed to a principal.
A principal is independently liable, in
accordance with the federal common
law of agency, for a civil money pen-
alty based on the act of the principal’s
agent, including a workforce member,
acting within the scope of the agency if
such act could give rise to a civil
money penalty in accordance with
§3.402(a) of this subpart.

Basis for a civil money penalty.

§3.404 Amount of a civil money pen-
alty.

(a) The amount of a civil money pen-
alty will be determined in accordance
with paragraph (b) of this section and
§3.408 of this subpart.

(b) The Secretary may impose a civil
money penalty in the amount of not
more than $11,000.

[73 FR 70796, Nov. 21, 2008, as amended at 74
FR 42779, Aug. 25, 2009]

§3.408 Factors considered in deter-
mining the amount of a civil money
penalty.

In determining the amount of any
civil money penalty, the Secretary
may consider as aggravating or miti-
gating factors, as appropriate, any of
the following:

(a) The nature of the violation.

(b) The circumstances, including the
consequences, of the violation, includ-
ing:

(1) The time period during which the
violation(s) occurred; and

(2) Whether the violation caused
physical or financial harm or
reputational damage;

(c) The degree of culpability of the
respondent, including:
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(1) Whether the violation was inten-
tional; and

(2) Whether the violation was beyond
the direct control of the respondent.

(d) Any history of prior compliance
with the Patient Safety Act, including
violations, by the respondent, includ-
ing:

(1) Whether the current violation is
the same or similar to prior viola-
tion(s);

(2) Whether and to what extent the
respondent has attempted to correct
previous violations;

(3) How the respondent has responded
to technical assistance from the Sec-
retary provided in the context of a
compliance effort; and

(4) How the respondent has responded
to prior complaints.

(e) The financial condition of the re-
spondent, including:

(1) Whether the respondent had finan-
cial difficulties that affected its ability
to comply;

(2) Whether the imposition of a civil
money penalty would jeopardize the
ability of the respondent to continue to
provide health care or patient safety
activities; and

(3) The size of the respondent.

(f) Such other matters as justice may
require.

§3.414 Limitations.

No action under this subpart may be
entertained unless commenced by the
Secretary, in accordance with §3.420 of
this subpart, within 6 years from the
date of the occurrence of the violation.

§3.416 Authority to settle.

Nothing in this subpart limits the
authority of the Secretary to settle
any issue or case or to compromise any
penalty.

§3.418 Exclusivity of penalty.

(a) Except as otherwise provided by
paragraph (b) of this section, a penalty
imposed under this part is in addition
to any other penalty prescribed by law.

(b) Civil money penalties shall not be
imposed both under this part and under
the HIPAA Privacy Rule (45 CFR parts
160 and 164).
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§3.420 Notice of proposed determina-
tion.

(a) If a penalty is proposed in accord-
ance with this part, the Secretary
must deliver, or send by certified mail
with return receipt requested, to the
respondent, written notice of the Sec-
retary’s intent to impose a penalty.
This notice of proposed determination
must include:

(1) Reference to the statutory basis
for the penalty;

(2) A description of the findings of
fact regarding the violations with re-
spect to which the penalty is proposed;

(3) The reason(s) why the violation(s)
subject(s) the respondent to a penalty;

(4) The amount of the proposed pen-
alty;

(5) Any factors described in §3.408 of
this subpart that were considered in
determining the amount of the pro-
posed penalty; and

(6) Instructions for responding to the
notice, including a statement of the re-
spondent’s right to a hearing, a state-
ment that failure to request a hearing
within 60 days permits the imposition
of the proposed penalty without the
right to a hearing under §3.504 of this
subpart or a right of appeal under
§3.548 of this subpart, and the address
to which the hearing request must be
sent.

(b) The respondent may request a
hearing before an ALJ on the proposed
penalty by filing a request in accord-
ance with §3.504 of this subpart.

§3.422 Failure to request a hearing.

If the respondent does not request a
hearing within the time prescribed by
§3.504 of this subpart and the matter is
not settled pursuant to §3.416 of this
subpart, the Secretary may impose the
proposed penalty or any lesser penalty
permitted by sections 921 through 926
of the Public Health Service Act, 42
U.S.C. 299b-21 through 299b-26. The Sec-
retary will notify the respondent by
certified mail, return receipt re-
quested, of any penalty that has been
imposed and of the means by which the
respondent may satisfy the penalty,
and the penalty is final on receipt of
the notice. The respondent has no right
to appeal a penalty under §3.548 of this
subpart with respect to which the re-
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spondent has not timely requested a
hearing.

§3.424 Collection of penalty.

(a) Once a determination of the Sec-
retary to impose a penalty has become
final, the penalty will be collected by
the Secretary, subject to the first sen-
tence of 42 U.S.C. 1320a-7a(f).

(b) The penalty may be recovered in
a civil action brought in the United
States district court for the district
where the respondent resides, is found,
or is located.

(c) The amount of a penalty, when fi-
nally determined, or the amount
agreed upon in compromise, may be de-
ducted from any sum then or later
owing by the United States, or by a
State agency, to the respondent.

(d) Matters that were raised or that
could have been raised in a hearing be-
fore an ALJ, or in an appeal under 42
U.S.C. 1320a-7a(e), may not be raised as
a defense in a civil action by the
United States to collect a penalty
under this part.

§3.426 Notification of the public and
other agencies.

Whenever a proposed penalty be-
comes final, the Secretary will notify,
in such manner as the Secretary deems
appropriate, the public and the fol-
lowing organizations and entities
thereof and the reason it was imposed:
The appropriate State or local medical
or professional organization, the appro-
priate State agency or agencies admin-
istering or supervising the administra-
tion of State health care programs (as
defined in 42 U.S.C. 1320a-7(h)), the ap-
propriate utilization and quality con-
trol peer review organization, and the
appropriate State or local licensing
agency or organization (including the
agency specified in 42 U.S.C. 1395aa(a),
1396a(a)(33)).

§3.504 Hearings before an ALdJ.

(a) A respondent may request a hear-
ing before an ALJ. The parties to the
hearing proceeding consist of—

(1) The respondent; and

(2) The officer(s) or employee(s) of
HHS to whom the enforcement author-
ity involved has been delegated.



Public Health Service, HHS

(b) The request for a hearing must be
made in writing signed by the respond-
ent or by the respondent’s attorney and
sent by certified mail, return receipt
requested, to the address specified in
the notice of proposed determination.
The request for a hearing must be
mailed within 60 days after notice of
the proposed determination is received
by the respondent. For purposes of this
section, the respondent’s date of re-
ceipt of the notice of proposed deter-
mination is presumed to be 5 days after
the date of the notice unless the re-
spondent makes a reasonable showing
to the contrary to the ALJ.

(c) The request for a hearing must
clearly and directly admit, deny, or ex-
plain each of the findings of fact con-
tained in the notice of proposed deter-
mination with regard to which the re-
spondent has any knowledge. If the re-
spondent has no knowledge of a par-
ticular finding of fact and so states,
the finding shall be deemed denied. The
request for a hearing must also state
the circumstances or arguments that
the respondent alleges constitute the
grounds for any defense and the factual
and legal basis for opposing the pen-
alty.

(d) The ALJ must dismiss a hearing
request where—

(1) On motion of the Secretary, the
ALJ determines that the respondent’s
hearing request is not timely filed as
required by paragraph (b) or does not
meet the requirements of paragraph (c)
of this section;

(2) The respondent withdraws the re-
quest for a hearing;

(3) The respondent abandons the re-
quest for a hearing; or

(4) The respondent’s hearing request
fails to raise any issue that may prop-
erly be addressed in a hearing.

§3.506 Rights of the parties.

(a) Except as otherwise limited by
this subpart, each party may—

(1) Be accompanied, represented, and
advised by an attorney;

(2) Participate in any conference held
by the ALJ;

(3) Conduct discovery of documents
as permitted by this subpart;

(4) Agree to stipulations of fact or
law that will be made part of the
record;
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(5) Present evidence relevant to the
issues at the hearing;

(6) Present and cross-examine wit-
nesses;

(7) Present oral arguments at the
hearing as permitted by the ALJ; and

(8) Submit written briefs and pro-
posed findings of fact and conclusions
of law after the hearing.

(b) A party may appear in person or
by a representative. Natural persons
who appear as an attorney or other
representative must conform to the
standards of conduct and ethics re-
quired of practitioners before the
courts of the United States.

(c) Fees for any services performed
on behalf of a party by an attorney are
not subject to the provisions of 42
U.S.C. 406, which authorizes the Sec-
retary to specify or limit their fees.

§3.508 Authority of the ALJ.

(a) The ALJ must conduct a fair and
impartial hearing, avoid delay, main-
tain order, and ensure that a record of
the proceeding is made.

(b) The ALJ may—

(1) Set and change the date, time and
place of the hearing upon reasonable
notice to the parties;

(2) Continue or recess the hearing in
whole or in part for a reasonable period
of time;

(3) Hold conferences to identify or
simplify the issues, or to consider
other matters that may aid in the ex-
peditious disposition of the proceeding;

(4) Administer oaths and affirma-
tions;

(5) Issue subpoenas requiring the at-
tendance of witnesses at hearings and
the production of documents at or in
relation to hearings;

(6) Rule on motions and other proce-
dural matters;

(7) Regulate the scope and timing of
documentary discovery as permitted by
this subpart;

(8) Regulate the course of the hearing
and the conduct of representatives,
parties, and witnesses;

(9) Examine witnesses;

(10) Receive, rule on,
limit evidence;

(11) Upon motion of a party, take of-
ficial notice of facts;

(12) Conduct any conference, argu-
ment or hearing in person or, upon

exclude, or
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agreement of the parties, by telephone;
and

(13) Upon motion of a party, decide
cases, in whole or in part, by summary
judgment where there is no disputed
issue of material fact. A summary
judgment decision constitutes a hear-
ing on the record for the purposes of
this subpart.

(¢c) The ALJ—

(1) May not find invalid or refuse to
follow Federal statutes, regulations, or
Secretarial delegations of authority
and must give deference to published
guidance to the extent not inconsistent
with statute or regulation;

(2) May not enter an order in the na-
ture of a directed verdict;

(3) May not compel settlement nego-
tiations; or

(4) May not enjoin any act of the Sec-
retary.

§3.510 Ex parte contacts.

No party or person (except employees
of the ALJ’s office) may communicate
in any way with the ALJ on any mat-
ter at issue in a case, unless on notice
and opportunity for both parties to
participate. This provision does not
prohibit a party or person from inquir-
ing about the status of a case or asking
routine questions concerning adminis-
trative functions or procedures.

§3.512 Prehearing conferences.

(a) The ALJ must schedule at least
one prehearing conference, and may
schedule additional prehearing con-
ferences as appropriate, upon reason-
able notice, which may not be less than
14 business days, to the parties.

(b) The ALJ may use prehearing con-
ferences to discuss the following—

(1) Simplification of the issues;

(2) The necessity or desirability of
amendments to the pleadings, includ-
ing the need for a more definite state-
ment;

(3) Stipulations and admissions of
fact or as to the contents and authen-
ticity of documents;

(4) Whether the parties can agree to
submission of the case on a stipulated
record;

(5) Whether a party chooses to waive
appearance at an oral hearing and to
submit only documentary evidence
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(subject to the objection of the other
party) and written argument;

(6) Limitation of the number of wit-
nesses;

(7) Scheduling dates for the exchange
of witness lists and of proposed exhib-
its;

(8) Discovery of documents as per-
mitted by this subpart;

(9) The time and place for the hear-
1ng;

(10) The potential for the settlement
of the case by the parties; and

(11) Other matters as may tend to en-
courage the fair, just and expeditious
disposition of the proceedings, includ-
ing the protection of confidentiality of
identifiable patient safety work prod-
uct that may be submitted into evi-
dence or otherwise used in the pro-
ceeding, if appropriate.

(c) The ALJ must issue an order con-
taining the matters agreed upon by the
parties or ordered by the ALJ at a pre-
hearing conference.

§3.514 Authority to settle.

The Secretary has exclusive author-
ity to settle any issue or case without
the consent of the ALJ.

§3.516 Discovery.

(a) A party may make a request to
another party for production of docu-
ments for inspection and copying that
are relevant and material to the issues
before the ALJ.

(b) For the purpose of this section,
the term ‘‘documents’ includes infor-
mation, reports, answers, records, ac-
counts, papers and other data and doc-
umentary evidence. Nothing contained
in this section may be interpreted to
require the creation of a document, ex-
cept that requested data stored in an
electronic data storage system must be
produced in a form accessible to the re-
questing party.

(c) Requests for documents, requests
for admissions, written interrogatories,
depositions and any forms of discovery,
other than those permitted under para-
graph (a) of this section, are not au-
thorized.

(d) This section may not be construed
to require the disclosure of interview
reports or statements obtained by any
party, or on behalf of any party, of per-
sons who will not be called as witnesses
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by that party, or analyses and sum-
maries prepared in conjunction with
the investigation or litigation of the
case, or any otherwise privileged docu-
ments.

(e)(1) When a request for production
of documents has been received, within
30 days the party receiving that re-
quest must either fully respond to the
request, or state that the request is
being objected to and the reasons for
that objection. If objection is made to
part of an item or category, the part
must be specified. Upon receiving any
objections, the party seeking produc-
tion may then, within 30 days or any
other time frame set by the ALJ, file a
motion for an order compelling dis-
covery. The party receiving a request
for production may also file a motion
for protective order any time before
the date the production is due.

(2) The ALJ may grant a motion for
protective order or deny a motion for
an order compelling discovery if the
ALJ finds that the discovery sought—

(i) Is irrelevant;

(ii) Is unduly costly or burdensome;

(iii) Will unduly delay the pro-
ceeding; or

(iv) Seeks privileged information.

(3) The ALJ may extend any of the
time frames set forth in paragraph
(e)(1) of this section.

(4) The burden of showing that dis-
covery should be allowed is on the
party seeking discovery.

§3.518 Exchange of witness lists, wit-
ness statements, and exhibits.

(a) The parties must exchange wit-
ness lists, copies of prior written state-
ments of proposed witnesses, and cop-
ies of proposed hearing exhibits, in-
cluding copies of any written state-
ments that the party intends to offer
in lieu of live testimony in accordance
with §3.538, not more than 60, and not
less than 15, days before the scheduled
hearing.

(b)(1) If, at any time, a party objects
to the proposed admission of evidence
not exchanged in accordance with para-
graph (a) of this section, the ALJ must
determine whether the failure to com-
ply with paragraph (a) of this section
should result in the exclusion of that
evidence.
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(2) Unless the ALJ finds that extraor-
dinary circumstances justified the fail-
ure timely to exchange the information
listed under paragraph (a) of this sec-
tion, the ALJ must exclude from the
party’s case-in-chief—

(i) The testimony of any witness
whose name does not appear on the
witness list; and

(ii) Any exhibit not provided to the
opposing party as specified in para-
graph (a) of this section.

(3) If the ALJ finds that extraor-
dinary circumstances existed, the ALJ
must then determine whether the ad-
mission of that evidence would cause
substantial prejudice to the objecting
party.

(i) If the ALJ finds that there is no
substantial prejudice, the evidence
may be admitted.

(ii) If the ALJ finds that there is sub-
stantial prejudice, the ALJ may ex-
clude the evidence, or, if he or she does
not exclude the evidence, must post-
pone the hearing for such time as is
necessary for the objecting party to
prepare and respond to the evidence,
unless the objecting party waives post-
ponement.

(¢c) Unless the other party objects
within a reasonable period of time be-
fore the hearing, documents exchanged
in accordance with paragraph (a) of
this section will be deemed to be au-
thentic for the purpose of admissibility
at the hearing.

§3.520 Subpoenas for attendance at
hearing.

(a) A party wishing to procure the
appearance and testimony of any per-
son at the hearing may make a motion
requesting the ALJ to issue a subpoena
if the appearance and testimony are
reasonably necessary for the presen-
tation of a party’s case.

(b) A subpoena requiring the attend-
ance of a person in accordance with
paragraph (a) of this section may also
require the person (whether or not the
person is a party) to produce relevant
and material evidence at or before the
hearing.

(c) When a subpoena is served by a re-
spondent on a particular employee or
official or particular office of HHS, the
Secretary may comply by designating
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any knowledgeable HHS representative
to appear and testify.

(d) A party seeking a subpoena must
file a written motion not less than 30
days before the date fixed for the hear-
ing, unless otherwise allowed by the
ALJ for good cause shown. That mo-
tion must—

(1) Specify any evidence to be pro-
duced;

(2) Designate the witnesses; and

(3) Describe the address and location
with sufficient particularity to permit
those witnesses to be found.

(e) The subpoena must specify the
time and place at which the witness is
to appear and any evidence the witness
is to produce.

(f) Within 15 days after the written
motion requesting issuance of a sub-
poena is served, any party may file an
opposition or other response.

(g) If the motion requesting issuance
of a subpoena is granted, the party
seeking the subpoena must serve it by
delivery to the person named, or by
certified mail addressed to that person
at the person’s last dwelling place or
principal place of business.

(h) The person to whom the subpoena
is directed may file with the ALJ a mo-
tion to quash the subpoena within 10
days after service.

(i) The exclusive remedy for contu-
macy by, or refusal to obey a subpoena
duly served upon, any person is speci-
fied in 42 U.S.C. 405(e).

§3.522 Fees.

The party requesting a subpoena
must pay the cost of the fees and mile-
age of any witness subpoenaed in the
amounts that would be payable to a
witness in a proceeding in TUnited
States District Court. A check for wit-
ness fees and mileage must accompany
the subpoena when served, except that,
when a subpoena is issued on behalf of
the Secretary, a check for witness fees
and mileage need not accompany the
subpoena.

§3.524 Form, filing, and service of pa-
pers.

(a) Forms. (1) Unless the ALJ directs
the parties to do otherwise, documents
filed with the ALJ must include an
original and two copies.
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(2) Every pleading and paper filed in
the proceeding must contain a caption
setting forth the title of the action, the
case number, and a designation of the
paper, such as motion to quash sub-
poena.

(3) Every pleading and paper must be
signed by and must contain the address
and telephone number of the party or
the person on whose behalf the paper
was filed, or his or her representative.

(4) Papers are considered filed when
they are mailed.

(b) Service. A party filing a document
with the ALJ or the Board must, at the
time of filing, serve a copy of the docu-
ment on the other party. Service upon
any party of any document must be
made by delivering a copy, or placing a
copy of the document in the United
States mail, postage prepaid and ad-
dressed, or with a private delivery serv-
ice, to the party’s last known address.
When a party is represented by an at-
torney, service must be made upon the
attorney in lieu of the party.

(c) Proof of service. A certificate of
the natural person serving the docu-
ment by personal delivery or by mail,
setting forth the manner of service,
constitutes proof of service.

§3.526 Computation of time.

(a) In computing any period of time
under this subpart or in an order issued
thereunder, the time begins with the
day following the act, event or default,
and includes the last day of the period
unless it is a Saturday, Sunday, or
legal holiday observed by the Federal
Government, in which event it includes
the next business day.

(b) When the period of time allowed
is less than 7 days, intermediate Satur-
days, Sundays, and legal holidays ob-
served by the Federal Government
must be excluded from the computa-
tion.

(c) Where a document has been served
or issued by placing it in the mail, an
additional 5 days must be added to the
time permitted for any response. This
paragraph does not apply to requests
for hearing under §3.504.

§38.528 Motions.

(a) An application to the ALJ for an
order or ruling must be by motion. Mo-
tions must state the relief sought, the
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authority relied upon and the facts al-
leged, and must be filed with the ALJ
and served on all other parties.

(b) Except for motions made during a
prehearing conference or at the hear-
ing, all motions must be in writing.
The ALJ may require that oral mo-
tions be reduced to writing.

(c) Within 10 days after a written mo-
tion is served, or such other time as
may be fixed by the ALJ, any party
may file a response to the motion.

(d) The ALJ may not grant a written
motion before the time for filing re-
sponses has expired, except upon con-
sent of the parties or following a hear-
ing on the motion, but may overrule or
deny the motion without awaiting a re-
sponse.

(e) The ALJ must make a reasonable
effort to dispose of all outstanding mo-
tions before the beginning of the hear-
ing.

§38.530 Sanctions.

The ALJ may sanction a person, in-
cluding any party or attorney, for fail-
ing to comply with an order or proce-
dure, for failing to defend an action or
for other misconduct that interferes
with the speedy, orderly or fair con-
duct of the hearing. The sanctions
must reasonably relate to the severity
and nature of the failure or mis-
conduct. The sanctions may include—

(a) In the case of refusal to provide or
permit discovery under the terms of
this part, drawing negative factual in-
ferences or treating the refusal as an
admission by deeming the matter, or
certain facts, to be established;

(b) Prohibiting a party from intro-
ducing certain evidence or otherwise
supporting a particular claim or de-
fense;

(c) Striking pleadings, in whole or in
part;

(d) Staying the proceedings;

(e) Dismissal of the action;

(f) Entering a decision by default;

(g) Ordering the party or attorney to
pay the attorney’s fees and other costs
caused by the failure or misconduct;
and

(h) Refusing to consider any motion
or other action that is not filed in a
timely manner.
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§3.532 Collateral estoppel.

When a final determination that the
respondent violated a confidentiality
provision has been rendered in any pro-
ceeding in which the respondent was a
party and had an opportunity to be
heard, the respondent is bound by that
determination in any proceeding under
this part.

§3.534 The hearing.

(a) The ALJ must conduct a hearing
on the record in order to determine
whether the respondent should be
found liable under this part.

(b)(1) The respondent has the burden
of going forward and the burden of per-
suasion with respect to any challenge
to the amount of a proposed penalty
pursuant to §§3.404 and 3.408, including
any factors raised as mitigating fac-
tors.

(2) The Secretary has the burden of
going forward and the burden of per-
suasion with respect to all other issues,
including issues of liability and the ex-
istence of any factors considered as ag-
gravating factors in determining the
amount of the proposed penalty.

(3) The burden of persuasion will be
judged by a preponderance of the evi-
dence.

(¢c) The hearing must be open to the
public unless otherwise ordered by the
ALJ for good cause shown, which may
be that identifiable patient safety work
product has been introduced into evi-
dence or is expected to be introduced
into evidence.

(d)(1) Subject to the 15-day rule under
§3.518(a) and the admissibility of evi-
dence under §3.540, either party may
introduce, during its case in chief,
items or information that arose or be-
came known after the date of the
issuance of the notice of proposed de-
termination or the request for hearing,
as applicable. Such items and informa-
tion may not be admitted into evi-
dence, if introduced—

(i) By the Secretary, unless they are
material and relevant to the acts or
omissions with respect to which the
penalty is proposed in the notice of
proposed determination pursuant to
§3.420 of this part, including cir-
cumstances that may increase pen-
alties; or
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(ii) By the respondent, unless they
are material and relevant to an admis-
sion, denial or explanation of a finding
of fact in the notice of proposed deter-
mination under §3.420 of this part, or to
a specific circumstance or argument
expressly stated in the request for
hearing under §3.504, including cir-
cumstances that may reduce penalties.

(2) After both parties have presented
their cases, evidence may be admitted
in rebuttal even if not previously ex-
changed in accordance with §3.518.

§3.538 Witnesses.

(a) Except as provided in paragraph
(b) of this section, testimony at the
hearing must be given orally by wit-
nesses under oath or affirmation.

(b) At the discretion of the ALJ, tes-
timony of witnesses other than the tes-
timony of expert witnesses may be ad-
mitted in the form of a written state-
ment. The ALJ may, at his or her dis-
cretion, admit prior sworn testimony
of experts that has been subject to ad-
verse examination, such as a deposition
or trial testimony. Any such written
statement must be provided to the
other party, along with the last known
address of the witness, in a manner
that allows sufficient time for the
other party to subpoena the witness for
cross-examination at the hearing.
Prior written statements of witnesses
proposed to testify at the hearing must
be exchanged as provided in §3.518.

(c) The ALJ must exercise reasonable
control over the mode and order of in-
terrogating witnesses and presenting
evidence so as to:

(1) Make the interrogation and pres-
entation effective for the ascertain-
ment of the truth;

(2) Avoid repetition or needless con-
sumption of time; and

(3) Protect witnesses from harass-
ment or undue embarrassment.

(d) The ALJ must permit the parties
to conduct cross-examination of wit-
nesses as may be required for a full and
true disclosure of the facts.

(e) The ALJ may order witnesses ex-
cluded so that they cannot hear the
testimony of other witnesses, except
that the ALJ may not order to be ex-
cluded—

(1) A party who is a natural person;
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(2) In the case of a party that is not
a natural person, the officer or em-
ployee of the party appearing for the
entity pro se or designated as the par-
ty’s representative; or

(3) A natural person whose presence
is shown by a party to be essential to
the presentation of its case, including a
person engaged in assisting the attor-
ney for the Secretary.

§3.540 Evidence.

(a) The ALJ must determine the ad-
missibility of evidence.

(b) Except as provided in this sub-
part, the ALJ is not bound by the Fed-
eral Rules of Evidence. However, the
ALJ may apply the Federal Rules of
Evidence where appropriate, for exam-
ple, to exclude unreliable evidence.

(c) The ALJ must exclude irrelevant
or immaterial evidence.

(d) Although relevant, evidence may
be excluded if its probative value is
substantially outweighed by the danger
of unfair prejudice, confusion of the
issues, or by considerations of undue
delay or needless presentation of cumu-
lative evidence.

(e) Although relevant, evidence must
be excluded if it is privileged under
Federal law.

(f) Evidence concerning offers of com-
promise or settlement is inadmissible
to the extent provided in Rule 408 of
the Federal Rules of Evidence.

(g) Evidence of crimes, wrongs, or
acts other than those at issue in the in-
stant case is admissible in order to
show motive, opportunity, intent,
knowledge, preparation, identity, lack
of mistake, or existence of a scheme.
This evidence is admissible regardless
of whether the crimes, wrongs, or acts
occurred during the statute of limita-
tions period applicable to the acts or
omissions that constitute the basis for
liability in the case and regardless of
whether they were referenced in the
Secretary’s notice of proposed deter-
mination under §3.420.

(h) The ALJ must permit the parties
to introduce rebuttal witnesses and
evidence.

(i) All documents and other evidence
offered or taken for the record must be
open to examination by both parties,
unless otherwise ordered by the ALJ
for good cause shown.
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§3.542 The record.

(a) The hearing must be recorded and
transcribed. Transcripts may be ob-
tained following the hearing from the
ALJ. A party that requests a transcript
of hearing proceedings must pay the
cost of preparing the transcript unless,
for good cause shown by the party, the
payment is waived by the ALJ or the
Board, as appropriate.

(b) The transcript of the testimony,
exhibits, and other evidence admitted
at the hearing, and all papers and re-
quests filed in the proceeding con-
stitute the record for decision by the
ALJ and the Secretary.

(c) The record may be inspected and
copied (upon payment of a reasonable
fee) by any person, unless otherwise or-
dered by the ALJ for good cause shown,
which may include the presence in the
record of identifiable patient safety
work product.

(d) For good cause, which may in-
clude the presence in the record of
identifiable patient safety work prod-
uct, the ALJ may order appropriate
redactions made to the record.

§3.544 Post hearing briefs.

The ALJ may require the parties to
file post-hearing briefs. In any event,
any party may file a post-hearing brief.
The ALJ must fix the time for filing
the briefs. The time for filing may not
exceed 60 days from the date the par-
ties receive the transcript of the hear-
ing or, if applicable, the stipulated
record. The briefs may be accompanied
by proposed findings of fact and conclu-
sions of law. The ALJ may permit the
parties to file reply briefs.

§3.546 ALJ’s decision.

(a) The ALJ must issue a decision,
based only on the record, which must
contain findings of fact and conclu-
sions of law.

(b) The ALJ may affirm, increase, or
reduce the penalties imposed by the
Secretary.

(c) The ALJ must issue the decision
to both parties within 60 days after the
time for submission of post-hearing
briefs and reply briefs, if permitted,
has expired. If the ALJ fails to meet
the deadline contained in this para-
graph, he or she must notify the par-

61

§3.548

ties of the reason for the delay and set
a new deadline.

(d) Unless the decision of the ALJ is
timely appealed as provided for in
§3.548, the decision of the ALJ will be
final and binding on the parties 60 days
from the date of service of the ALJ’s
decision.

§3.548 Appeal of the ALJ’s decision.

(a) Any party may appeal the deci-
sion of the ALJ to the Board by filing
a notice of appeal with the Board with-
in 30 days of the date of service of the
ALJ decision. The Board may extend
the initial 30 day period for a period of
time not to exceed 30 days if a party
files with the Board a request for an
extension within the initial 30 day pe-
riod and shows good cause.

(b) If a party files a timely notice of
appeal with the Board, the ALJ must
forward the record of the proceeding to
the Board.

(c) A notice of appeal must be accom-
panied by a written brief specifying ex-
ceptions to the initial decision and rea-
sons supporting the exceptions. Any
party may file a brief in opposition to
the exceptions, which may raise any
relevant issue not addressed in the ex-
ceptions, within 30 days of receiving
the notice of appeal and the accom-
panying brief. The Board may permit
the parties to file reply briefs.

(d) There is no right to appear per-
sonally before the Board or to appeal
to the Board any interlocutory ruling
by the ALJ.

(e) The Board may not consider any
issue not raised in the parties’ briefs,
nor any issue in the briefs that could
have been raised before the ALJ but
was not.

(f) If any party demonstrates to the
satisfaction of the Board that addi-
tional evidence not presented at such
hearing is relevant and material and
that there were reasonable grounds for
the failure to adduce such evidence at
the hearing, the Board may remand the
matter to the ALJ for consideration of
such additional evidence.

(g) The Board may decline to review
the case, or may affirm, increase, re-
duce, reverse or remand any penalty
determined by the ALJ.
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(h) The standard of review on a dis-
puted issue of fact is whether the ini-
tial decision of the ALJ is supported by
substantial evidence on the whole
record. The standard of review on a dis-
puted issue of law is whether the deci-
sion is erroneous.

(i) Within 60 days after the time for
submission of briefs and reply briefs, if
permitted, has expired, the Board must
serve on each party to the appeal a
copy of the Board’s decision and a
statement describing the right of any
respondent who is penalized to seek ju-
dicial review.

(j)(1) The Board’s decision under
paragraph (i) of this section, including
a decision to decline review of the ini-
tial decision, becomes the final deci-
sion of the Secretary 60 days after the
date of service of the Board’s decision,
except with respect to a decision to re-
mand to the ALJ or if reconsideration
is requested under this paragraph.

(2) The Board will reconsider its deci-
sion only if it determines that the deci-
sion contains a clear error of fact or
error of law. New evidence will not be
a basis for reconsideration unless the
party demonstrates that the evidence
is newly discovered and was not pre-
viously available.

(3) A party may file a motion for re-
consideration with the Board before
the date the decision becomes final
under paragraph (j)(1) of this section. A
motion for reconsideration must be ac-
companied by a written brief speci-
fying any alleged error of fact or law
and, if the party is relying on addi-
tional evidence, explaining why the
evidence was not previously available.
Any party may file a brief in opposi-
tion within 15 days of receiving the mo-
tion for reconsideration and the accom-
panying brief unless this time limit is
extended by the Board for good cause
shown. Reply briefs are not permitted.

(4) The Board must rule on the mo-
tion for reconsideration not later than
30 days from the date the opposition
brief is due. If the Board denies the mo-
tion, the decision issued under para-
graph (i) of this section becomes the
final decision of the Secretary on the
date of service of the ruling. If the
Board grants the motion, the Board
will issue a reconsidered decision, after
such procedures as the Board deter-
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mines necessary to address the effect of
any error. The Board’s decision on re-
consideration becomes the final deci-
sion of the Secretary on the date of
service of the decision, except with re-
spect to a decision to remand to the
ALJ.

(5) If service of a ruling or decision
issued under this section is by mail,
the date of service will be deemed to be
5 days from the date of mailing.

(k)(1) A respondent’s petition for ju-
dicial review must be filed within 60
days of the date on which the decision
of the Board becomes the final decision
of the Secretary under paragraph (j) of
this section.

(2) In compliance with 28 TU.S.C.
2112(a), a copy of any petition for judi-
cial review filed in any U.S. Court of
Appeals challenging the final decision
of the Secretary must be sent by cer-
tified mail, return receipt requested, to
the General Counsel of HHS. The peti-
tion copy must be a copy showing that
it has been time-stamped by the clerk
of the court when the original was filed
with the court.

(3) If the General Counsel of HHS re-
ceived two or more petitions within 10
days after the final decision of the Sec-
retary, the General Counsel will notify
the U.S. Judicial Panel on Multidis-
trict Litigation of any petitions that
were received within the 10 day period.

§3.550 Stay of the Secretary’s decision.

(a) Pending judicial review, the re-
spondent may file a request for stay of
the effective date of any penalty with
the ALJ. The request must be accom-
panied by a copy of the notice of appeal
filed with the Federal court. The filing
of the request automatically stays the
effective date of the penalty until such
time as the ALJ rules upon the re-
quest.

(b) The ALJ may not grant a re-
spondent’s request for stay of any pen-
alty unless the respondent posts a bond
or provides other adequate security.

(c) The ALJ must rule upon a re-
spondent’s request for stay within 10
days of receipt.

§8.552 Harmless error.

No error in either the admission or
the exclusion of evidence, and no error
or defect in any ruling or order or in
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any act done or omitted by the ALJ or
by any of the parties is ground for
vacating, modifying or otherwise dis-
turbing an otherwise appropriate rul-
ing or order or act, unless refusal to
take such action appears to the ALJ or
the Board inconsistent with substan-
tial justice. The ALJ and the Board at
every stage of the proceeding must dis-
regard any error or defect in the pro-
ceeding that does not affect the sub-
stantial rights of the parties.

PART 4—NATIONAL LIBRARY OF
MEDICINE

Sec.

4.1 Programs to which these regulations
apply.

4.2 Definitions.

4.3 Purpose of the Library.

4.4 Use of Library facilities.

4.5 TUse of materials from the collections.

4.6 Reference, bibliographic, reproduction,
and consultation services.

4.7 Fees.

4.8 Publication of the Library and informa-
tion about the Library.

AUTHORITY: 42 U.S.C. 216, 286.

SOURCE: 56 FR 29188, June 26, 1991, unless
otherwise noted.

§4.1 Programs to which these regula-
tions apply.

(a) The regulations of this part gov-
ern access to the National Library of
Medicine’s facilities and library collec-
tions and the availability of its biblio-
graphic, reproduction, reference, and
related services. These functions are
performed by the Library directly for
the benefit of the general public and
health-sciences professionals as re-
quired by sections 465(b) (3)-(6) of the
Act (42 U.S.C. 286(b) (3)-(6)).

(b) The regulations of this part do
not apply to:

(1) The Library’s internal functions
relating to the acquisition and preser-
vation of materials and the organiza-
tion of these materials as required by
sections 465(b) (1) and (2) of the Act (42
U.S.C. 286(b) (1) and (2)).

(2) The availability of ‘‘records”
under the Freedom of Information Act
or the Privacy Act of 1974 (6 U.S.C. 552,
562a). These matters are covered in 45
CFR parts 5 and 5b.

(3) Federal assistance for medical 1i-
braries and other purposes which are
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authorized by sections 469-477 of the
Act (42 U.S.C. 286b to 286b-8). (See parts
59a, 61 and 64 of this chapter.)

(4) The availability of facilities, col-
lections, and related services of Re-
gional Medical Libraries established or
maintained under the authority in sec-
tion 475 of the Act (42 U.S.C. 286b-6).
(See part 59a, subpart B of this chap-
ter.)

§4.2 Definitions.

As used in this part:

Act means the Public Health Service
Act, as amended (42 U.S.C. 201 et seq.).

Collections means all books, periodi-
cals, prints, audiovisual materials,
films, videotapes, recordings, manu-
scripts, and other resource materials of
the library. It does not include data
processing tapes or programs used sole-
ly for internal processing activities to
generate reference materials, nor does
it include ‘‘records’ of the Library as
defined in 45 CFR 5.5. Records of the
Library are available in accordance
with the regulations under the Free-
dom of Information Act and Privacy
Act of 1974. (See 45 CFR parts 5 and 5b.)

Director means the Director of the
National Library of Medicine or the Di-
rector’s delegate.

Health-sciences professional means any
person engaged in: (1) The administra-
tion of health activities; (2) the provi-
sion of health services; or (3) research,
teaching, or education concerned with
the advancement of medicine or other
sciences related to health or improve-
ment of the public health.

Historical collection means: (1) Mate-
rials in the collections published or
printed prior to 1914; (2) manuscripts
and prints; (3) the archival film collec-
tion; and (4) other materials of the col-
lections which, because of age, or
unique or unusual value, require spe-
cial handling, storage, or protection for
their preservation, as determined by
the Director.

Library means the National Library
of Medicine, established by section 465
of the Act (42 U.S.C. 286).

Regional Medical Library means a
medical library established or main-
tained as a regional medical library
under section 475 of the Act (42 U.S.C.
286b-6).
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§4.3 Purpose of the Library.

The purpose of the Library is to as-
sist the advancement of medical and
related sciences and aid the dissemina-
tion and exchange of scientific and
other information important to the
progress of medicine and the public
health. The Library acquires and main-
tains library materials pertinent to
medicine, including audiovisual mate-
rials; compiles, publishes, and dissemi-
nates catalogs, indices, and bibliog-
raphies of these materials, as appro-
priate; makes available materials,
through loan or otherwise; provides
reference and other assistance to re-
search; and engages in other activities
in furtherance of this purpose.

§4.4 Use of Library facilities.

(a) General. The Library facilities are
available to any person seeking to
make use of the collections. The Direc-
tor may prescribe reasonable rules to
assure the most effective use of facili-
ties by health-sciences professionals
and to protect the collections from
misuse or damage. These rules must be
consistent with the regulations in this
part and applicable Department regula-
tions and policies on nondiscrimina-
tion.

(b) Reading rooms. Public reading
rooms are available for obtaining and
reading materials from the collections.
The Director may prescribe reasonable
rules designed to provide adequate
reading space and orderly conditions
and procedures.

(c) Study rooms. Upon request a lim-
ited number of study rooms may be
made available to individuals requiring
extensive use of Library materials. Re-
quests for study rooms shall be ad-
dressed in writing to the Director. The
Director shall give priority, in the fol-
lowing order, for study room use to:

(1) Persons engaged in ‘‘special sci-
entific projects” under section 473 of
the Act (42 U.S.C. 286b-4),

(2) Health-sciences professionals, and

(3) The general public.

§4.5 Use of materials from the collec-
tions.

(a) Unrestricted materials. Except as
otherwise provided in this section, ma-
terials from the collections are gen-
erally available to any interested per-
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son only in facilities provided by the
Library for this purpose. The Director
may prescribe additional reasonable
rules to assure the most effective use
of the Library’s resources by health-
sciences professionals and to protect
the collections from misuse or damage.
The rules must be consistent with the
regulations in this part and applicable
Department regulations and policies on
nondiscrimination. Materials in the
collections are available upon each re-
quest which assures, to the Director’s
satisfaction, that the materials will be
safeguarded from misuse, damage, loss,
or misappropriation, and will be re-
turned promptly after use or upon re-
quest of the Library.

(b) Restricted materials—(1) Historical
collection. Materials from the historical
collection are available only as the Di-
rector may permit to assure their max-
imum preservation and protection.
Copies of these materials may be made
available in the form of microfilm and
other copies, for which reasonable fees
may be charged.

(2) Gifts. Materials in the collections
are available only in accordance with
any limitations imposed as a condition
of the acquisition of those materials,
whether the acquisition was by gift or
purchase.

(c) Loans—(1) General. Requests for
loans of materials must assure the Li-
brary that (i) the materials will be
safeguarded from misuse, damage, loss,
or misappropriation and (ii) the mate-
rials will be returned promptly after
use or upon request of the Library. The
Library may provide copies in lieu of
original materials, which need not be
returned unless otherwise stated at the
time of the loan.

(2) Loans of audiovisual materials.
Audiovisual materials are available for
loan under the same general terms as
printed materials.

(3) Loans to other libraries. Upon re-
quest materials or copies are available
for use through libraries of public or
private agencies or institutions. The
requesting library must assure that it
has first exhausted its own collection
resources, those of other local libraries
in the geographic area, and those of the
Regional Medical Library network (in-
cluding Regional and Resource Librar-
ies) before making a request for a loan.
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(4) Loans to health-sciences profes-
sionals. The Director may make loans
of materials directly to health-sciences
professionals. An individual wishing a
loan of library materials must assure
to the satisfaction of the Director that
the individual is geographically iso-
lated, in terms of distance or available
transportation, from medical 1lit-
erature resources likely to contain the
desired material.

(Approved by the Office of Management and
Budget under control number 0925-0276)

§4.6 Reference, bibliographic, repro-
duction, and consultation services.

(a) General. To the extent resources
permit, the Library will make avail-
able, upon request, reference, biblio-
graphic, reproduction, and consulta-
tion services. Priority will be given to
requests from health-sciences profes-
sionals for services not reasonably
available through local or regional li-
braries.

(b) Specialized bibliographic services.
The Director may provide bibliog-
raphies on individually selected med-
ical or scientific topics upon request
where it is consistent with the Li-
brary’s purpose. The Director may pub-
lish and make available for general dis-
tribution by the Library, bibliographic
searches determined to be of general
interest. The Library may also produce
and distribute a limited number of bib-
liographies on topics of general inter-
est to public or nonprofit health-re-
lated professional societies, research
organizations, and other group users.
These bibliographies may be produced
on a regularly recurring or intermit-
tent basis under contract between the
Library and public or nonprofit agen-
cies, when determined in each case by
the Director to be necessary to assure
more effective distribution of the bib-
liographic information.

(c) Information retrieval system com-
puter tapes. To the extent Library re-
sources permit and in order to further
the Library’s purpose, the Director
may make available upon request by
agencies, organizations, and institu-
tions copies of all or part of the Li-
brary’s magnetic tapes.

65

Pt. 5

§4.7 Fees.

The Director may charge reasonable
fees for any service provided by the Li-
brary under this part, in accordance
with a schedule available at the Li-
brary upon request, which are designed
to recover all or a portion of the cost
to the Library of providing the service.

§4.8 Publication of the Library and in-
formation about the Library.

Lists of bibliographies, Library publi-
cations sold by the Government Print-
ing Office, necessary application forms,
and other information concerning the
organization, operation, functions, and
services of the Library, are available
from the National Library of Medicine,
Bethesda, Maryland 20894.

PART 5—DESIGNATION OF HEALTH
PROFESSIONAL(S) SHORTAGE
AREAS
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§5.1 Purpose.

These regulations establish criteria
and procedures for the designation of
geographic areas, population groups,
medical facilities, and other public fa-
cilities, in the States, as health profes-
sional(s) shortage areas.

§5.2 Definitions.

Act means the Public Health Service
Act, as amended.

Health professional(s) shortage area
means any of the following which the
Secretary determines has a shortage of
health professional(s): (1) An urban or
rural area (which need not conform to
the geographic boundaries of a polit-
ical subdivision and which is a rational
area for the delivery of health serv-
ices); (2) a population group; or (3) a
public or nonprofit private medical fa-
cility.

Health service area means a health
service area whose boundaries have
been designated by the Secretary,
under section 1511 of the Act, for pur-
poses of health planning activities.

Health systems agency or HSA means
the health systems agency designated,
under section 1515 of the Act, to carry
out health planning activities for a
specific health service area.

Medical facility means a facility for
the delivery of health services and in-
cludes: (1) A community health center,
public health center, outpatient med-
ical facility, or community mental
health center; (2) a hospital, State
mental hospital, facility for long-term
care, or rehabilitation facility; (3) a
migrant health center or an Indian
Health service facility; (4) a facility for
delivery of health services to inmates
in a U.S. penal or correctional institu-
tion (under section 323 of the Act) or a
State correctional institution; (6) a
Public Health Service medical facility
(used in connection with the delivery
of health services under section 320,
321, 322, 324, 325, or 326 of the Act); or
(6) any other Federal medical facility.

Metropolitan area means an area
which has been designated by the Of-
fice of Management and Budget as a
standard metropolitan statistical area
(SMSA). All other areas are ‘‘non-met-
ropolitan areas.”

Poverty level means the povery level
as defined by the Bureau of the Census,
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using the poverty index adopted by a
Federal Interagency Committee in 1969,
and updated each year to reflect
changes in the Consumer Price Index.

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment to whom the authority in-
volved has been delegated.

State includes, in addition to the sev-
eral States, the District of Columbia,
the Commonwealth of Puerto Rico, the
Northern Mariana Islands, the Virgin
Islands, Guam, American Samoa, and
the Trust Territory of the Pacific Is-
lands.

State health planning and development
agency or SHPDA means a State health
planning and development agency des-
ignated under section 1521 of the Act.

§5.3 Procedures for designation of
health professional(s) shortage
areas.

(a) Using data available to the De-
partment from national, State, and
local sources and based upon the cri-
teria in the appendices to this part, the
Department will annually prepare list-
ings (by State and health service area)
of currently designated health profes-
sional(s) shortage areas and potentially
designatable areas, together with ap-
propriate related data available to the
Department. Relevant portions of this
material will then be forwarded to each
health systems agency, State health
planning and development agency, and
Governor, who will be asked to review
the listings for their State, correct any
errors of which they are aware, and
offer their recommendations, if any,
within 90 days, as to which geographic
areas, population groups, and facilities
in areas under their jurisdiction should
be designated. An information copy of
these listings will also be made avail-
able, upon request, to interested par-
ties for their use in providing com-
ments or recommendations to the Sec-
retary and/or to the appropriate HSA,
SHPDA, or Governor.

(b) In addition, any agency or indi-
vidual may request the Secretary to
designate (or withdraw the designation
of) a particular geographic area, popu-
lation group, or facility as a health
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professional(s) shortage area. Each re-
quest will be forwarded by the Sec-
retary to the appropriate HSA,
SHPDA, and Governor, who will be
asked to review it and offer their rec-
ommendations, if any, within 30 days.
An information copy will also be made
available to other interested parties,
upon request, for their use in providing
comments or recommendations to the
Secretary and/or to the appropriate
HSA, SHPDA, or Governor.

(c) In each case where the designa-
tion of a public facility (including a
Federal medical facility) is under con-
sideration, the Secretary will give
written notice of the proposed designa-
tion to the chief administrative officer
of the facility, who will be asked to re-
view it and offer their recommenda-
tions, if any, within 30 days.

(d) After review of the available in-
formation and consideration of the
comments and recommendations sub-
mitted, the Secretary will designate
health professional(s) shortage areas
and withdraw the designation of any
areas which have been determined no
longer to have a shortage of health pro-
fessional(s).

§5.4 Notification and publication of
designations and withdrawals.

(a) The Secretary will give written
notice of the designation (or with-
drawal of designation) of a health pro-
fessional(s) shortage area, not later
than 60 days from the date of the des-
ignation (or withdrawal of designa-
tion), to:

(1) The Governor of each State in
which the area, population group, med-
ical facility, or other public facility so
designated is in whole or in part lo-
cated;

(2) Bach HSA for a health service
area which includes all or any part of
the area, population group, medical fa-
cility, or other public facility so des-
ignated;

(3) The SHPDA for each State in
which the area, population group, med-
ical facility, or other public facility so
designated is in whole or in part lo-
cated; and

(4) Appropriate public or nonprofit
private entities which are located in or
which have a demonstrated interest in
the area so designated.
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(b) The Secretary will periodically
publish updated lists of designated
health professional(s) shortage areas in
the FEDERAL REGISTER, by type of pro-
fessional(s) shortage. An updated list of
areas for each type of professional(s)
shortage will be published at least once
annually.

(c) The effective date of the designa-
tion of an area shall be the date of the
notification letter to the individual or
agency which requested the designa-
tion, or the date of publication in the
FEDERAL REGISTER, whichever comes
first.

(d) Once an area is listed in the FED-
ERAL REGISTER as a designated health
professional(s) shortage area, the effec-
tive date of any later withdrawal of the
area’s designation shall be the date
when notification of the withdrawal, or
an updated list of designated areas
which does not include it, is published
in the FEDERAL REGISTER.

APPENDIX A TO PART 5—CRITERIA FOR
DESIGNATION OF AREAS HAVING
SHORTAGES OF PRIMARY MEDICAL
CARE PROFESSIONAL(S)

Part I—Geographic Areas

A. Federal and State Correctional Institu-
tions.

1. Criteria.

Medium to maximum security Federal and
State correctional institutions and youth de-
tention facilities will be designated as hav-
ing a shortage of primary medical care pro-
fessional(s) if both the following criteria are
met:

(a) The institution has at least 250 in-
madtes.

(b) The ratio of the number of internees
per year to the number of FTE primary care
physicians serving the institution is at least
1,000:1.

Here the number of internees is defined as
follows:

(i) If the number of new inmates per year
and the average length-of-stay are not speci-
fied, or if the information provided does not
indicate that intake medical examinations
are routinely performed upon entry, then—
Number of internees=average number of in-
mates.

(ii) If the average length-of-stay is speci-
fied as one year or more, and intake medical
examinations are routinely performed upon
entry, then—Number of internees=average
number of inmates+(0.3)xnumber of new in-
mates per year.
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(iii) If the average length-of-stay is speci-
fied as less than one year, and intake exami-
nations are routinely performed upon entry,
then—Number of internees=average number
of inmates+(0.2)x(1+ALOS/2)xnumber of new
inmates per year where ALOS=average
length-of-stay (in fraction of year). (The
number of FTE primary care physicians is
computed as in part I, section B, paragraph
3 above.)

2. Determination of Degree of Shortage.

Designated correctional institutions will
be assigned to degree-of-shortage groups
based on the number of inmates and/or the
ratio (R) of internees to primary care physi-
cians, as follows:

Group 1—Institutions with 500 or more in-
mates and no physicians.

Group 2—Other institutions with no physi-
cians and institutions with R greater than
(or equal to) 2,000:1.

Group 3—Institutions with R greater than
(or equal to) 1,000:1 but less than 2,000:1.

B. Methodology.

In determining whether an area meets the
criteria established by paragraph A of this
part, the following methodology will be used:

1. Rational Areas for the Delivery of Primary
Medical Care Services.

(a) The following areas will be considered
rational areas for the delivery of primary
medical care services:

(i) A county, or a group of contiguous
counties whose population centers are within
30 minutes travel time of each other.

(ii) A portion of a county, or an area made
up of portions of more than one county,
whose population, because of topography,
market or transportation patterns, distinc-
tive population characteristics or other fac-
tors, has limited access to contiguous area
resources, as measured generally by a travel
time greater than 30 minutes to such re-
sources.

(iii) Established neighborhoods and com-
munities within metropolitan areas which
display a strong self-identity (as indicated
by a homogeneous socioeconomic or demo-
graphic structure and/or a tradition of inter-
action or interdependency), have limited
interaction with contiguous areas, and
which, in general, have a minimum popu-
lation of 20,000.

(b) The following distances will be used as
guidelines in determining distances cor-
responding to 30 minutes travel time:

(i) Under normal conditions with primary
roads available: 20 miles.

(ii) In mountainous terrain or in areas
with only secondary roads available: 15
miles.

(iii) In flat terrain or in areas connected by
interstate highways: 256 miles.

Within inner portions of metropolitan
areas, information on the public transpor-
tation system will be used to determine the
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distance corresponding to 30 minutes travel
time.

2. Population Count.

The population count used will be the total
permanent resident civilian population of
the area, excluding inmates of institutions,
with the following adjustments, where ap-
propriate:

(a) Adjustments to the population for the
differing health service requirements of var-
ious age-sex population groups will be com-
puted using the table below of visit rates for
12 age-sex population cohorts. The total ex-
pected visit rate will first be obtained by
multiplying each of the 12 visit rates in the
table by the size of the area population with-
in that particular age-sex cohort and adding
the resultant 12 visit figures together. This
total expected visit rate will then be divided
by the U.S. average per capita visit rate of
5.1, to obtain the adjusted population for the
area.

Age groups
Sex 65
Under | 514 | 15-24 | 25-44 | 45-64 | and
over
Male ....... 7.3 3.6 3.3 3.6 4.7 6.4
Female .. 6.4 3.2 5.5 6.4 6.5 6.8

(b) The effect of transient populations on
the need of an area for primary care profes-
sional(s) will be taken into account as fol-
lows:

(i) Seasonal residents, i.e., those who main-
tain a residence in the area but inhabit it for
only 2 to 8 months per year, may be included
but must be weighted in proportion to the
fraction of the year they are present in the
area.

(ii) Other tourists (non-resident) may be
included in an area’s population but only
with a weight of 0.25, using the following for-
mula: Effective tourist contribution to
population=0.25x(fraction of year tourists are
present in area)x(average daily number of
tourists during portion of year that tourists
are present).

(iii) Migratory workers and their families
may be included in an area’s population,
using the following formula: Effective mi-
grant contribution to population=(fraction
of yvear migrants are present in
area)x(average daily number of migrants
during portion of year that migrants are
present).

3. Counting of Primary Care Practitioners.

(a) All non-Federal doctors of medicine
(M.D.) and doctors of osteopathy (D.O.) pro-
viding direct patient care who practice prin-
cipally in one of the four primary care speci-
alities—general or family practice, general
internal medicine, pediatrics, and obstetrics
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and gynecology—will be counted. Those phy-
sicians engaged solely in administration, re-
search, and teaching will be excluded. Ad-
justments for the following factors will be
made in computing the number of full-time-
equivalent (FTE) primary care physicians:

(i) Interns and residents will be counted as
0.1 full-time equivalent (FTE) physicians.

(ii) Graduates of foreign medical schools
who are not citizens or lawful permanent
residents of the United States will be ex-
cluded from physician counts.

(iii) Those graduates of foreign medical
schools who are citizens or lawful permanent
residents of the United States, but do not
have unrestricted licenses to practice medi-
cine, will be counted as 0.5 FTE physicians.

(b) Practitioners who are semi-retired, who
operate a reduced practice due to infirmity
or other limiting conditions, or who provide
patient care services to the residents of the
area only on a part-time basis will be dis-
counted through the use of full-time equiva-
lency figures. A 40-hour work week will be
used as the standard for determining full-
time equivalents in these cases. For practi-
tioners working less than a 40-hour week,
every four (4) hours (or Y2 day) spent pro-
viding patient care, in either ambulatory or
inpatient settings, will be counted as 0.1 FTE
(with numbers obtained for FTE’s rounded to
the nearest 0.1 FTE), and each physician pro-
viding patient care 40 or more hours a week
will be counted as 1.0 FTE physician. (For
cases where data are available only for the
number of hours providing patient care in of-
fice settings, equivalencies will be provided
in guidelines.)

(c) In some cases, physicians located with-
in an area may not be accessible to the popu-
lation of the area under consideration. Al-
lowances for physicians with restricted prac-
tices can be made, on a case-by-case basis.
However, where only a portion of the popu-
lation of the area cannot access existing pri-
mary care resources in the area, a popu-
lation group designation may be more appro-
priate (see part II of this appendix).

(d) Hospital staff physicians involved ex-
clusively in inpatient care will be excluded.
The number of full-time equivalent physi-
cians practicing in organized outpatient de-
partments and primary care clinics will be
included, but those in emergency rooms will
be excluded.

(e) Physicians who are suspended under
provisions of the Medicare-Medicaid Anti-
Fraud and Abuse Act for a period of eighteen
months or more will be excluded.

4. Determination of Unusually High Needs for
Primary Medical Care Services.

An area will be considered as having un-
usually high needs for primary health care
services if at least one of the following cri-
teria is met:

(a) The area has more than 100 births per
year per 1,000 women aged 15-44.
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(b) The area has more than 20 infant deaths
per 1,000 live births.

(c) More than 20% of the population (or of
all households) have incomes below the pov-
erty level.

5. Determination of Insufficient Capacity of
Existing Primary Care Providers.

An area’s existing primary care providers
will be considered to have insufficient capac-
ity if at least two of the following criteria
are met:

(a) More than 8,000 office or outpatient vis-
its per year per FTE primary care physician
serving the area.

(b) Unusually long waits for appointments
for routine medical services (i.e., more than
7 days for established patients and 14 days
for new patients).

(c) Excessive average waiting time at pri-
mary care providers (longer than one hour
where patients have appointments or two
hours where patients are treated on a first-
come, first-served basis).

(d) Evidence of excessive use of emergency
room facilities for routine primary care.

(e) A substantial proportion (2/3 or more) of
the area’s physicians do not accept new pa-
tients.

(f) Abnormally low utilization of health
services, as indicated by an average of 2.0 or
less office visits per year on the part of the
area’s population.

6. Contiguous Area Considerations.

Primary care professional(s) in areas con-
tiguous to an area being considered for des-
ignation will be considered excessively dis-
tant, overutilized or inaccessible to the pop-
ulation of the area under consideration if
one of the following conditions prevails in
each contiguous area:

(a) Primary care professional(s) in the con-
tiguous area are more than 30 minutes travel
time from the population center(s) of the
area being considered for designation (meas-
ured in accordance with paragraph B.1(b) of
this part).

(b) The contiguous area population-to-full-
time-equivalent primary care physician
ratio is in excess of 2000:1, indicating that
practitioners in the contiguous area cannot
be expected to help alleviate the shortage
situation in the area being considered for
designation.

(c) Primary care professional(s) in the con-
tiguous area are inaccessible to the popu-
lation of the area under consideration be-
cause of specified access barriers, such as:

(i) Significant differences between the de-
mographic (or socio-economic) characteris-
tics of the area under consideration and
those of the contiguous area, indicating that
the population of the area under consider-
ation may be effectively isolated from near-
by resources. This isolation could be indi-
cated, for example, by an unusually high pro-
portion of non-English-speaking persons.
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(ii) A lack of economic access to contig-
uous area resources, as indicated particu-
larly where a very high proportion of the
population of the area under consideration is
poor (i.e., where more than 20 percent of the
population or the households have incomes
below the poverty level), and Medicaid-cov-
ered or public primary care services are not
available in the contiguous area.

C. Determination of Degree of Shortage.

Designated areas will be assigned to de-
gree-of-shortage groups, based on the ratio
(R) of population to number of full-time
equivalent primary care physicians and the
presence or absence of unusually high needs
for primary health care services, according
to the following table:

High needs not indi-

cated High needs indicated

Group 1 .... | No physicians .... No physicians; or
R>5,000
Group 2 .... | R=5,000 5,000>R>4,000
Group 3 .... | 5,000>R>4,000 .. 4,000>R>3,500
Group 4 .... | 4,000>R>3,500 .. 3,500>R>3,000

D. Determination of size of primary care phy-
sician shortage. Size of Shortage (in number
of FTE primary care physicians needed) will
be computed using the following formulas:

(1) For areas without unusually high need
or insufficient capacity:

Primary care physician shortage = area pop-
ulation / 3,600 — number of FTE primary
care physicians

(2) For areas with unusually high need or
insufficient capacity:

Primary care physician shortage = area pop-
ulation / 3,000 — number of FTE primary
care physicians

Part II—Population Groups

A. Criteria.

1. In general, specific population groups
within particular geographic areas will be
designated as having a shortage of primary
medical care professional(s) if the following
three criteria are met:

(a) The area in which they reside is ration-
al for the delivery of primary medical care
services, as defined in paragraph B.1 of part
I of this appendix.

(b) Access barriers prevent the population
group from use of the area’s primary medical
care providers. Such barriers may be eco-
nomic, linguistic, cultural, or architectural,
or could involve refusal of some providers to
accept certain types of patients or to accept
Medicaid reimbursement.

(c) The ratio of the number of persons in
the population group to the number of pri-
mary care physicians practicing in the area
and serving the population group is at least
3,000:1.

2. Indians and Alaska Natives will be con-
sidered for designation as having shortages
of primary care professional(s) as follows:
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(a) Groups of members of Indian tribes (as
defined in section 4(d) of Pub. L. 94-437, the
Indian Health Care Improvement Act of 1976)
are automatically designated.

(b) Other groups of Indians or Alaska Na-
tives (as defined in section 4(c) of Pub. L. 94-
437) will be designated if the general criteria
in paragraph A are met.

B. Determination of Degree of Shortage.

Each designated population group will be
assigned to a degree-of-shortage group, based
on the ratio (R) of the group’s population to
the number of primary care physicians serv-
ing it, as follows:

Group 1—No physicians or R>5,000.
Group 2—5,000>R>4,000.
Group 3—4,000>R>3,500.
Group 4—3,500>R>3,000.

Population groups which have received
‘“‘automatic’ designation will be assigned to
degree-of-shortage group 4 if no information
on the ratio of the number of persons in the
group to the number of FTE primary care
physicians serving them is provided.

C. Determination of sice of primary care phy-
sician shortage. Size of shortage (in number of
primary care physicians needed) will be com-
puted as follows:

Primary care physician shortage=number
of persons in population group/3,000—number
of FTE primary care physicians

Part III—Facilities

A. Federal and State Correctional Institu-
tions.

1. Criteria.

Medium to maximum security Federal and
State correctional institutions and youth de-
tention facilities will be designated as hav-
ing a shortage of primary medical care pro-
fessional(s) if both the following criteria are
met:

(a) The institution has at least 250 in-
mates.

(b) The ratio of the number of internees
per year to the number of FTE primary care
physicians serving the institution is at least
1,000:1. (Here the number of internees is the
number of inmates present at the beginning
of the year plus the number of new inmates
entering the institution during the year, in-
cluding those who left before the end of the
year; the number of FTE primary care physi-
cians is computed as in part I, section B,
paragraph 3 above.)

2. Determination of Degree of Shortage.

Designated correctional institutions will
be assigned to degree-of-shortage groups
based on the number of inmates and/or the
ratio (R) of internees to primary care physi-
cians, as follows:

Group l—Institutions with 500 or more in-
mates and no physicians.

Group 2—Other institutions with no physi-
cians and institutions with R>2,000.
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Group 3—Institutions with 2,000>R>1,000.

B. Public or Non-Profit Medical Facilities.

1. Criteria.

Public or non-profit private medical facili-
ties will be designated as having a shortage
of primary medical care professional(s) if:

(a) the facility is providing primary med-
ical care services to an area or population
group designated as having a primary care
professional(s) shortage; and

(b) the facility has insufficient capacity to
meet the primary care needs of that area or
population group.

2. Methodology

In determining whether public or nonprofit
private medical facilities meet the criteria
established by paragraph B.1 of this Part,
the following methodology will be used:

(a) Provision of Services to a Designated Area
or Population Group.

A facility will be considered to be pro-
viding services to a designated area or popu-
lation group if either:

(i) A majority of the facility’s primary
care services are being provided to residents
of designated primary care professional(s)
shortage areas or to population groups des-
ignated as having a shortage of primary care
professional(s); or

(ii) The population within a designated pri-
mary care shortage area or population group
has reasonable access to primary care serv-
ices provided at the facility. Reasonable ac-
cess will be assumed if the area within which
the population resides lies within 30 minutes
travel time of the facility and non-physical
barriers (relating to demographic and socio-
economic characteristics of the population)
do not prevent the population from receiving
care at the facility.

Migrant health centers (as defined in sec-
tion 319(a)(1) of the Act) which are located in
areas with designated migrant population
groups and Indian Health Service facilities
are assumed to be meeting this requirement.

(b) Insufficient capacity to meet primary care
needas.

A facility will be considered to have insuf-
ficient capacity to meet the primary care
needs of the area or population it serves if at
least two of the following conditions exist at
the facility:

(i) There are more than 8,000 outpatient
visits per year per FTE primary care physi-
cian on the staff of the facility. (Here the
number of FTE primary care physicians is
computed as in Part I, Section B, paragraph
3 above.)

(ii) There is excessive usage of emergency
room facilities for routine primary care.

(iii) Waiting time for appointments is more
than 7 days for established patients or more
than 14 days for new patients, for routine
health services.

(iv) Waiting time at the facility is longer
than 1 hour where patients have appoint-
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ments or 2 hours where patients are treated
on a first-come, first-served basis.

3. Determination of Degree of Shortage.

Each designated medical facility will be
assigned to the same degree-of-shortage
group as the designated area or population
group which it serves.

[45 FR 76000, Nov. 17, 1980, as amended at 54
FR 8737, Mar. 2, 1989; 57 FR 2480, Jan. 22, 1992]

APPENDIX B TO PART 5—CRITERIA FOR
DESIGNATION OF AREAS HAVING
SHORTAGES OF DENTAL PROFES-
SIONAL(S)

Part I—Geographic Areas

A. Federal and State Correctional Institu-
tions.

1. Criteria

Medium to maximum security Federal and
State correctional institutions and youth de-
tention facilities will be designated as hav-
ing a shortage of dental professional(s) if
both the following criteria are met:

(a) The institution has at least 250 in-
mates.

(b) The ratio of the number of internees
per year to the number of FTE dentists serv-
ing the institution is at least 1,500:1.

Here the number of internees is defined as
follows:

(i) If the number of new inmates per year
and the average length-of-stay are not speci-
fied, or if the information provided does not
indicate that intake dental examinations are
routinely performed by dentists upon entry,
then—Number of internees=average number
of inmates.

(ii) If the average length-of-stay is speci-
fied as one year or more, and intake dental
examinations are routinely performed upon
entry, then—Number of internees=average
number of inmates+tnumber of new inmates
per year.

(iii) If the average length-of-stay is speci-
fied as less than one year, and intake dental
examinations are routinely performed upon
entry, then—Number of internees=average
number of inmates+Vax(1+2xALOS)xnumber
of new inmates per year where
ALOS=average length-of-stay (in fraction of
year).

(The number of FTE dentists is computed as
in part I, section B, paragraph 3 above.)

2. Determination of Degree of Shortage.

Designated correctional institutions will
be assigned to degree-of-shortage groups
based on the number of inmates and/or the
ratio (R) of internees to dentists, as follows:

Group 1—Institutions with 500 or more in-
mates and no dentists.

Group 2—Other institutions with no den-
tists and institutions with R greater than (or
equal to) 3,000:1.
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Group 3—Institutions with R greater than
(or equal to) 1,500:1 but less than 3,000:1.

B. Methodology.

In determining whether an area meets the
criteria established by paragraph A of this
part, the following methodology will be used:

1. Rational Area for the Delivery of Dental
Services.

(a) The following areas will be considered
rational areas for the delivery of dental
health services:

(i) A county, or a group of several contig-
uous counties whose population centers are
within 40 minutes travel time of each other.

(ii) A portion of a county (or an area made
up of portions of more than one county)
whose population, because of topography,
market or transportation patterns, distinc-
tive population characteristics, or other fac-
tors, has limited access to contiguous area
resources, as measured generally by a travel
time of greater than 40 minutes to such re-
sources.

(iii) Established neighborhoods and com-
munities within metropolitan areas which
display a strong self-identity (as indicated
by a homogenous socioeconomic or demo-
graphic structure and/or a traditional of
interaction or intradependency), have lim-
ited interaction with contiguous areas, and
which, in general, have a minimum popu-
lation of 20,000.

(b) The following distances will be used as
guidelines in determining distances cor-
responding to 40 minutes travel time:

(i) Under normal conditions with primary
roads available: 25 miles.

(ii) In mountainous terrain or in areas
with only secondary roads available: 20
miles.

(iii) In flat terrain or in areas connected by
interstate highways: 30 miles.

Within inner portions of metropolitan
areas, information on the public transpor-
tation system will be used to determine the
distance corresponding to 40 minutes travel
time.

2. Population Count.

The population count use will be the total
permanent resident civilian population of
the area, excluding inmates of institutions,
with the following adjustments:

(a) Seasonal residents, i.e., those who
maintain a residence in the area but inhabit
it for only 2 to 8 months per year, may be in-
cluded but must be weighted in proportion to
the fraction of the year they are present in
the area.

(b) Migratory workers and their families
may be included in an area’s population
using the following formula: Effective mi-
grant contribution to population=(fraction
of year migrants are present in
area)x(average daily number of migrants
during portion of year that migrants are
present).

3. Counting of Dental Practitioners.
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(a) All non-Federal dentists providing pa-
tient care will be counted, except in those
areas where it is shown that specialists
(those dentists not in general practice or
pedodontics) are serving a larger area and
are not addressing the general dental care
needs of the area under consideration.

(b) Full-time equivalent (FTE) figures will
be used to reflect productivity differences
among dental practices based on the age of
the dentists, the number of auxiliaries em-
ployed, and the number of hours worked per
week. In general, the number of FTE den-
tists will be computed using weights ob-
tained from the matrix in Table 1, which is
based on the productivity of dentists at var-
ious ages, with different numbers of auxil-
iaries, as compared with the average produc-
tivity of all dentists. For the purposes of
these determinations, an auxiliary is defined
as any non-dentist staff employed by the
dentist to assist in operation of the practice.

TABLE 1—EQUIVALENCY WEIGHTS, BY AGE AND
NUMBER OF AUXILIARIES

<55 | 55-59 | 60-64 | 65+
No auxiliaries 0.8 0.7 0.6 0.5
One auxiliary .. 1.0 0.9 0.8 0.7
Two auxiliaries 12 1.0 1.0 0.8
Three auxiliaries . 1.4 1.2 1.0 1.0
Four or more auxiliaries ... 1.5 1.5 1.3 1.2

If information on the number of auxiliaries
employed by the dentist is not available,
Table 2 will be used to compute the number
of full-time equivalent dentists.

TABLE 2—EQUIVALENCY WEIGHTS, BY AGE

55 55-59 | 6064 | 65+

Equivalency weights 12 0.9 0.8 0.6

The number of FTE dentists within a par-
ticular age group (or age/auxiliary group)
will be obtained by multiplying the number
of dentists within that group by its cor-
responding equivalency weight. The total
supply of FTE dentists within an area is then
computed as the sum of those dentists with-
in each age (or age/auxiliary) group.

(c) The equivalency weights specified in ta-
bles 1 and 2 assume that dentists within a
particular group are working full-time (40
hours per week). Where appropriate data are
available, adjusted equivalency figures for
dentists who are semi-retired, who operate a
reduced practice due to infirmity or other
limiting conditions, or who are available to
the population of an area only on a part-time
basis will be used to reflect the reduced
availability of these dentists. In computing
these equivalency figures, every 4 hours (or
1% day) spent in the dental practice will be
counted as 0.1 FTE except that each dentist
working more than 40 hours a week will be
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counted as 1.0. The count obtained for a par-
ticular age group of dentists will then be
multiplied by the appropriate equivalency
weight from table 1 or 2 to obtain a full-time
equivalent figure for dentists within that
particular age or age/auxiliary category.

4. Determination of Unusually High Needs for
Dental Services.

An area will be considered as having un-
usually high needs for dental services if at
least one of the following criteria is met:

(a) More than 20% of the population (or of
all households) has incomes below the pov-
erty level.

(b) The majority of the area’s population
does not have a fluoridated water supply.

5. Determination of Insufficient Capacity of
Existing Dental Care Providers.

An area’s existing dental care providers
will be considered to have insufficient capac-
ity if at least two of the following criteria
are met:

(a) More than 5,000 visits per year per FTE
dentist serving the area.

(b) Unusually long waits for appointments
for routine dental services (i.e., more than 6
weeks).

(c) A substantial proportion (25 or more) of
the area’s dentists do not accept new pa-
tients.

6. Contiguous Area Considerations.

Dental professional(s) in areas contiguous
to an area being considered for designation
will be considered excessively distant, over-
utilized or inaccessible to the population of
the area under consideration if one of the
following conditions prevails in each contig-
uous area:

(a) Dental professional(s) in the contiguous
area are more than 40 minutes travel time
from the center of the area being considered
for designation (measured in accordance
with Paragraph B.1.(b) of this part).

(b) Contiguous area population-to-(FTE)
dentist ratios are in excess of 3,000:1, indi-
cating that resources in contiguous areas
cannot be expected to help alleviate the
shortage situation in the area being consid-
ered for designation.

(c) Dental professional(s) in the contiguous
area are inaccessible to the population of the
area under consideration because of specified
access barriers, such as:

(i) Significant differences between the de-
mographic (or socioeconomic) characteris-
tics of the area under consideration and
those of the contiguous area, indicating that
the population of the area under consider-
ation may be effectively isolated from near-
by resources. Such isolation could be indi-
cated, for example, by an unusually high pro-
portion of non-English-speaking persons.

(ii) A lack of economic access to contig-
uous area resources, particularly where a
very high proportion of the population of the
area under consideration is poor (i.e., where
more than 20 percent of the population or of
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the households have incomes below the pov-
erty level) and Medicaid-covered or public
dental services are not available in the con-
tiguous area.

C. Determination of Degree of Shortage.

The degree of shortage of a given geo-
graphic area, designated as having a short-
age of dental professional(s), will be deter-
mined using the following procedure:

Designated areas will be assigned to de-
gree-of-shortage groups, based on the ratio
(R) of population to number of full-time-
equivalent dentists and the presence or ab-
sence of unusually high needs for dental
services, or insufficient capacity of existing
dental care providers according to the fol-
lowing table:

High needs or insuffi- | High needs or insuffi-
cient capacity not indi- cient capacity indi-
cated cated
Group 1 .... | No dentists ........ccceeee No dentists or
R>8,000.
Group 2 .... | R>8,000 8,000>R>6,000.
Group 3 .... | 8,000>R>6,000 .. 6,000>R=>5,000.
Group 4 .... | 6,000>R>5,000 .. 5,000>R>4,000.

D. Determination of sice of dental shortage.
Size of Dental Shortage (in number of FTE
dental practitioners needed) will be com-
puted using the following formulas:

(1) For areas without unusually high need:
Dental shortage=area population/
5,000 —number of FTE dental practitioners

(2) For areas with unusually high need:
Dental shortage=area population/

4,000 —number of FTE dental practitioners

Part II—Population Groups

A. Criteria.

1. In general, specified population groups
within particular geographic areas will be
designated as having a shortage of dental
care professional(s) if the following three cri-
teria are met:

a. The area in which they reside is rational
for the delivery of dental care services, as
defined in paragraph B.1 of part I of this ap-
pendix.

b. Access barriers prevent the population
group from use of the area’s dental pro-
viders.

c. The ratio (R) of the number of persons in
the population group to the number of den-
tists practicing in the area and serving the
population group is at least 4,000:1.

2. Indians and Alaska Natives will be con-
sidered for designation as having shortages
of dental professional(s) as follows:

(a) Groups of members of Indian tribes (as
defined in section 4(d) of Pub. L. 94-437, the
Indian Health Care Improvement Act of 1976)
are automatically designated.

(b) Other groups of Indians or Alaska Na-
tives (as defined in section 4(c) of Pub. L. 94—
437) will be designated if the general criteria
in paragraph 1 are met.
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B. Determination of Degree of Shortage.

Each designated population group will be
assigned to a degree-of-shortage group as fol-
lows:

Group 1—No dentists or R>8,000.
Group 2—38,000>R>6,000.
Group 3—6,000>R>5,000.
Group 4—5,000>R>4,000.

Population groups which have received
‘“‘automatic’ designation will be assigned to
degree-of-shortage group 4 unless informa-
tion on the ratio of the number of persons in
the group to the number of FTE dentists
serving them is provided.

C. Determination of size of dental shortage.
Size of dental shortage will be computed as
follows:

Dental shortage=number of persons in popu-
lation group/4,000—number of FTE dental
practitioners

Part III—Facilities

A. Federal and State Correctional Institu-
tions.

1. Criteria.

Medium to maximum security Federal and
State correctional institutions and youth de-
tention facilities will be designated as hav-
ing a shortage of dental professional(s) if
both the following criteria are met:

(a) The institution has at least 250 in-
mates.

(b) The ratio of the number of internees
per year to the number of FTE dentists serv-
ing the institution is at least 1,500:1. (Here
the number of internees is the number of in-
mates present at the beginning of the year
plus the number of new inmates entering the
institution during the year, including those
who left before the end of the year; the num-
ber of FTE dentists is computed as in part I,
section B, paragraph 3 above.)

2. Determination of Degree-of-Shortage.

Designated correctional institutions will
be assigned to degree-of-shortage groups as
follows, based on number of inmates and/or
the ratio (R) of internees to dentists:

Group l—Institutions with 500 or more in-
mates and no dentists.

Group 2—Other institutions with no dentists
and institutions with R >3,000.

Group 3—Institutions with 3,000 >R >1,500.

B. Public or Non-Profit Private Dental Facili-
ties.

1. Criteria.

Public or nonprofit private facilties pro-
viding general dental care services will be
designated as having a shortage of dental
professional(s) if both of the following cri-
teria are met:

(a) The facility is providing general dental
care services to an area or population group
designated as having a dental professional(s)
shortage; and
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(b) The facility has insufficent capacity to
meet the dental care needs of that area or
population group.

2. Methodology.

In determining whether public or nonprofit
private facilities meet the criteria estab-
lished by paragraph B.1. of this part, the fol-
lowing methodology will be used:

(a) Provision of Services to a Designated Area
or Population Group.

A facility will be considered to be pro-
viding services to an area or population
group if either:

(i) A majority of the facility’s dental care
services are being provided to residents of
designated dental professional(s) shortage
areas or to population groups designated as
having a shortage of dental professional(s);
or

(ii) The population within a designated
dental shortage area or population group has
reasonable access to dental services provided
at the facility. Reasonable access will be as-
sumed if the population lies within 40 min-
utes travel time of the facility and non-phys-
ical barriers (relating to demographic and
socioeconomic characteristics of the popu-
lation) do not prevent the population from
receiving care at the facility.

Migrant health centers (as defined in sec-
tion 319(a)(1) of the Act) which are located in
areas with designated migrant population
groups and Indian Health Service facilities
are assumed to be meeting this requirement.

(b) Insufficient Capacity To Meet Dental Care
Needs.

A facility will be considered to have insuf-
ficient capacity to meet the dental care
needs of a designated area or population
group if either of the following conditions
exists at the facility.

(i) There are more than 5,000 outpatient
visits per year per FTE dentist on the staff
of the facility. (Here the number of FTE den-
tists is computed as in part I, section B,
paragraph 3 above.)

(ii) Waiting time for appointments is more
than 6 weeks for routine dental services.

3. Determination of Degree of Shortage.

Each designated dental facility will be as-
signed to the same degree-of-shortage group
as the designated area or population group
which it serves.

[45 FR 76000, Nov. 17, 1980, as amended at 54
FR 8738, Mar. 2, 1989; 57 FR 2480, Jan. 22, 1992]

APPENDIX C TO PART 5—CRITERIA FOR
DESIGNATION OF AREAS HAVING
SHORTAGES OF MENTAL HEALTH
PROFESSIONALS

Part I—Geographic Areas

A. Criteria. A geographic area will be des-
ignated as having a shortage of mental
health professionals if the following four cri-
teria are met:
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1. The area is a rational area for the deliv-
ery of mental health services.

2. One of the following conditions prevails
within the area:

(a) The area has—

(i) A population-to-core-mental-health-pro-
fessional ratio greater than or equal to
6,000:1 and a population-to-psychiatrist ratio
greater than or equal to 20,000:1, or

(ii) A population-to-core-professional ratio
greater than or equal to 9,000:1, or

(iii) A population-to-psychiatrist
greater than or equal to 30,000:1;

(b) The area has unusually high needs for
mental health services, and has—

(i) A population-to-core-mental-health-pro-
fessional ratio greater than or equal to
4,500:1 and

A population-to-psychiatrist ratio greater
than or equal to 15,000:1, or

(ii) A population-to-core-professional ratio
greater than or equal to 6,000:1, or

(iii) A population-to-psychiatrist
greater than or equal to 20,000:1;

3. Mental health professionals in contig-
uous areas are overutilized, excessively dis-
tant or inaccessible to residents of the area
under consideration.

B. Methodology.

In determining whether an area meets the
criteria established by paragraph A of this
part, the following methodology will be used:

1. Rational Areas for the Delivery of Mental
Health Services.

(a) The following areas will be considered
rational areas for the delivery of mental
health services:

) An established mental health
catchment area, as designated in the State
Mental Health Plan under the general cri-
teria set forth in section 238 of the Commu-
nity Mental Health Centers Act.

(ii) A portion of an established mental
health catchment area whose population, be-
cause of topography, market and/or trans-
portation patterns or other factors, has lim-
ited access to mental health resources in the
rest of the catchment area, as measured gen-
erally by a travel time of greater than 40
minutes to these resources.

(iii) A county or metropolitan area which
contains more than one mental health
catchment area, where data are unavailable
by individual catchment area.

(b) The following distances will be used as
guidelines in determining distances cor-
responding to 40 minutes travel time:

(i) Under normal conditions with primary
roads available: 25 miles.

(ii) In mountainous terrain or in areas
with only secondary roads available: 20
miles.

(iii) In flat terrain or in areas connected by
interstate highways: 30 miles.

Within inner portions of metropolitan
areas, information on the public transpor-
tation system will be used to determine the

ratio

ratio
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distance corresponding to 40 minutes travel
time.

2. Population Count.

The population count used will be the total
permanent resident civilian population of
the area, excluding inmates of institutions.

3. Counting of mental health professionals. (a)
All non-Federal core mental health profes-
sionals (as defined below) providing mental
health patient care (direct or other, includ-
ing consultation and supervision) in ambula-
tory or other short-term care settings to
residents of the area will be counted. Data
on each type of core professional should be
presented separately, in terms of the number
of full-time-equivalent (FTE) practitioners
of each type represented.

(b) Definitions:

(i) Core mental health professionals or core
professionals includes those psychiatrists,
clinical psychologists, clinical social work-
ers, psychiatric nurse specialists, and mar-
riage and family therapists who meet the
definitions below.

(ii) Psychiatrist means a doctor of medicine
(M.D.) or doctor of osteopathy (D.O.) who

(A) Is certified as a psychiatrist or child
psychiatrist by the American Medical Speci-
alities Board of Psychiatry and Neurology or
by the American Osteopathic Board of Neu-
rology and Psychiatry, or, if not certified, is
‘“‘broad-eligible’’ (i.e., has successfully com-
pleted an accredited program of graduate
medical or osteopathic education in psychi-
atry or child psychiatry); and

(B) Practices patient care psychiatry or
child psychiatry, and is licensed to do so, if
required by the State of practice.

(iii) Clinical psychologist means an indi-
vidual (normally with a doctorate in psy-
chology) who is practicing as a clinical or
counseling psychologist and is licensed or
certified to do so by the State of practice; or,
if licensure or certification is not required in
the State of practice, an individual with a
doctorate in psychology and two years of su-
pervised clinical or counseling experience.
(School psychologists are not included.)

(iv) Clinical social worker means an indi-
vidual who—

(A) Is certified as a clinical social worker
by the American Board of Examiners in Clin-
ical Social Work, or is listed on the National
Association of Social Workers’ Clinical Reg-
ister, or has a master’s degree in social work
and two years of supervised clinical experi-
ence; and

(B) Is licensed to practice as a social work-
er, if required by the State of practice.

(v) Psychiatric nurse specialist means a reg-
istered nurse (R.N.) who—

(A) Is certified by the American Nurses As-
sociation as a psychiatric and mental health
clinical nurse specialist, or has a master’s
degree in nursing with a specialization in
psychiatric/mental health and two years of
supervised clinical experience; and
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(B) Is licensed to practice as a psychiatric
or mental health nurse specialist, if required
by the State of practice.

(vi) Marriage and family therapist means an
individual (normally with a master’s or doc-
toral degree in marital and family therapy
and at least two years of supervised clinical
experience) who is practicing as a marital
and family therapist and is licensed or cer-
tified to do so by the State of practice; or, if
licensure or certification is not required by
the State of practice, is eligible for clinical
membership in the American Association for
Marriage and Family Therapy.

(c) Practitioners who provide patient care
to the population of an area only on a part-
time basis (whether because they maintain
another office elsewhere, spend some of their
time providing services in a facility, are
semi-retired, or operate a reduced practice
for other reasons), will be counted on a par-
tial basis through the use of full-time-
equivalency calculations based on a 40-hour
week. Every 4 hours (or Y2 day) spent pro-
viding patient care services in ambulatory or
inpatient settings will be counted as 0.1 FTE,
and each practitioner providing patient care
for 40 or more hours per week as 1.0 FTE.
Hours spent on research, teaching, voca-
tional or educational counseling, and social
services unrelated to mental health will be
excluded; if a practitioner is located wholly
or partially outside the service area, only
those services actually provided within the
area are to be counted.

(d) In some cases, practitioners located
within an area may not be accessible to the
general population of the area under consid-
eration. Practitioners working in restricted
facilities will be included on an FTE basis
based on time spent outside the facility. Ex-
amples of restricted facilities include correc-
tional institutions, youth detention facili-
ties, residential treatment centers for emo-
tionally disturbed or mentally retarded chil-
dren, school systems, and inpatient units of
State or county mental hospitals.

(e) In cases where there are mental health
facilities or institutions providing both inpa-
tient and outpatient services, only those
FTEs providing mental health services in
outpatient units or other short-term care
units will be counted.

(f) Adjustments for the following factors
will also be made in computing the number
of FTE providers:

(i) Practitioners in residency programs
will be counted as 0.5 FTE.

(ii) Graduates of foreign schools who are
not citizens or lawful permanent residents of
the United States will be excluded from
counts.

(iii) Those graduates of foreign schools who
are citizens or lawful permanent residents of
the United States, and practice in certain
settings, but do not have unrestricted 1li-
censes to practice, will be counted on a full-
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time-equivalency basis up to a maximum of
0.5 FTE.

(g) Practitioners suspended for a period of
18 months or more under provisions of the
Medicare-Medicaid Anti-Fraud and Abuse
Act will not be counted.

4. Determination of unusually high needs for
mental health services. An area will be consid-
ered to have unusually high needs for mental
health services if one of the following cri-
teria is met:

(a) 20 percent of the population (or of all
households) in the area have incomes below
the poverty level.

(b) The youth ratio, defined as the ratio of
the number of children under 18 to the num-
ber of adults of ages 18 to 64, exceeds 0.6.

(c) The elderly ratio, defined as the ratio of
the number of persons aged 65 and over to
the number of adults of ages 18 to 64, exceeds
0.25.

(d) A high prevalence of alcoholism in the
population, as indicated by prevalence data
showing the area’s alcoholism rates to be in
the worst quartile of the nation, region, or
State.

(e) A high degree of substance abuse in the
area, as indicated by prevalence data show-
ing the area’s substance abuse to be in the

worst quartile of the nation, region, or
State.
5. Contiguous area considerations. Mental

health professionals in areas contiguous to
an area being considered for designation will
be considered excessively distant, overuti-
lized or inaccessible to the population of the
area under consideration if one of the fol-
lowing conditions prevails in each contig-
uous area:

(a) Core mental health professionals in the
contiguous area are more than 40 minutes
travel time from the closest population cen-
ter of the area being considered for designa-
tion (measured in accordance with paragraph
B.1(b) of this part).

(b) The population-to-core-mental-health-
professional ratio in the contiguous area is
in excess of 3,000:1 and the population-to-psy-
chiatrist ratio there is in excess of 10,000:1,
indicating that core mental health profes-
sionals in the contiguous areas are overuti-
lized and cannot be expected to help allevi-
ate the shortage situation in the area for
which designation is being considered. (If
data on core mental health professionals
other than psychiatrists are not available for
the contiguous area, a population-to-psy-
chiatrist ratio there in excess of 20,000:1 may
be used to demonstrate overutilization.)

(c) Mental health professionals in contig-
uous areas are inaccessible to the population
of the requested area due to geographic, cul-
tural, language or other barriers or because
of residency restrictions of programs or fa-
cilities providing such professionals.

C. Determination of degree of shortage. Des-
ignated areas will be assigned to degree-of-



Public Health Service, HHS

shortage groups according to the following
table, depending on the ratio (Rc) of popu-
lation to number of FTE core-mental-health-
service providers (FTEc); the ratio (Rp) of
population to number of FTE psychiatrists
(FTEp); and the presence or absence of high
needs:

High Needs Not Indicated

Group 1—FTEc=0 and FTE=0

Group 2—Rc gte * 6,000:1 and FTEp=0

Group 3—Rc gte 6,000:1 and Rp gte 20,000

Group 4(a)—For psychiatrist placements
only: All other areas with FTEp=0 or Rp gte
30,000

Group 4(b)—For other mental health practi-
tioner placements: All other areas with Rc
gte 9,000:1.

*Note: ‘‘gte’” means ‘‘greater than or equal
to”.

High Needs Indicated

Group 1—FTEc=0 and FTE=0

Group 2—Rc gte 4,500:1 and FTEp=0

Group 3—Rc gte 4,500:1 and Rp gte 15,000

Group 4(a)—For psychiatrist placements
only: All other areas with FTEp=0 or Rp gte

20,000
Group 4(b)—For other mental health practi-

tioner placements: All other areas with R¢

gte 6,000:1.

D. Determination of Size of Shortage. Size of
Shortage (in number of FTE professionals
needed) will be computed using the following
formulas:

(1) For areas without unusually high need:
Core professional shortage=area population/

6,000 —number of FTE core professionals
Psychiatrist shortage=area population/

20,000 —number of FTE psychiatrists

(2) For areas with unusually high need:

Core professional shortage=area population/
4,500 —number of FTE core professionals

Psychiatrist shortage=area population/
15,000 —number of FTE psychiatrists

Part II—Population Groups

A. Criteria. Population groups within par-
ticular rational mental health service areas
will be designated as having a mental health
professional shortage if the following cri-
teria are met:

1. Access barriers prevent the population
group from using those core mental health
professionals which are present in the area;
and

2. One of the following conditions prevails:

(a) The ratio of the number of persons in
the population group to the number of FTE
core mental health professionals serving the
population group is greater than or equal to
4,500:1 and the ratio of the number of persons
in the population group to the number of
FTE psychiatrists serving the population
group is greater than or equal to 15,000:1; or,
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(b) The ratio of the number of persons in
the population group to the number of FTE
core mental health professionals serving the
population group is greater than or equal to
6,000:1; or,

(c) The ratio of the number of persons in
the population group to the number of FTE
psychiatrists serving the population group is
greater than or equal to 20,000:1.

B. Determination of degree of shortage. Des-
ignated population groups will be assigned to
the same degree-of-shortage groups defined
in part I.C of this appendix for areas with un-
usually high needs for mental health serv-
ices, using the computed ratio (Rc) of the
number of persons in the population group to
the number of FTE core mental health serv-
ice providers (FTEc) serving the population
group, and the ration (Rp) of the number of
persons in the population group to the num-
ber of FTE psychiatrists (FTEp) serving the
population group.

C. Determination of size of shortage. Size of
shortage will be computed as follows:

Core professional shortage=number of per-
sons in population group/4,500 —number of
FTE core professionals

Psychiatrist shortage=number of persons in
population group/15,000—number of FTE
psychiatrists

Part III—Facilities

A. Federal and State Correctional Institutions

1. Criteria.

Medium to maximum security Federal and
State correctional institutions for adults or
youth, and youth detention facilities, will be
designated as having a shortage of psy-
chiatric professional(s) if both of the fol-
lowing criteria are met:

(a) The institution has more than 250 in-
mates, and

(b) The ratio of the number of internees
per year to the number of FTE psychiatrists
serving the institution is at least 2,000:1.
(Here the number of internees is the number
of inmates or residents present at the begin-
ning of the year, plus the number of new in-
mates or residents entering the institution
during the year, including those who left be-
fore the end of the year; the number of FTE
psychiatrists is computed as in part I, sec-
tion B, paragraph 3 above.)

2. Determination of Degree of Shortage.

Correctional facilities and youth detention
facilities will be assigned to degree-of-short-
age groups, based on the number of inmates
and/or the ratio (R) of internees to FTE psy-
chiatrists, as follows:

Group 1—Facilities with 500 or more in-
mates or residents and no psychiatrist.

Group 2—Other facilities with no psychia-
trists and facilities with 500 or more inmates
or residents and R>3,000.

Group 3—All other facilities.

B. State and County Mental Hospitals.
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1. Criteria.

A State or county hospital will be des-
ignated as having a shortage of psychiatric
professional(s) if both of the following cri-
teria are met:

(a) The mental hospital has an average
daily inpatient census of at least 100; and

(b) The number of workload units per FTE
psychiatrists available at the hospital ex-
ceeds 300, where workload units are cal-
culated using the following formula:

Total workload units = average daily inpa-
tient census + 2 x (number of inpatient ad-
missions per year) + 0.5 x (number of admis-
sions to day care and outpatient services per
year).

2. Determination of Degree of Shortage.

State or county mental hospitals will be
assigned to degree-of-shortage groups, based
on the ratio (R) of workload units to number
of FTE psychiatrists, as follows:

Group 1—No psychiatrists, or R>1,800.

Group 2—1,800>R>1,200.

Group 3—1,200>R>600.

Group 4—600>R>300.

C. Community Mental Health Centers and
Other Public or Nonprofit Private Facilities.

1. Criteria.

A community mental health center
(CMHC), authorized by Pub. L. 94-63, or other
public or nonprofit private facility providing
mental health services to an area or popu-
lation group, may be designated as having a
shortage of psychiatric professional(s) if the
facility is providing (or is responsible for
providing) mental health services to an area
or population group designated as having a
mental health professional(s) shortage, and
the facility has insufficient capacity to meet
the psychiatric needs of the area or popu-
lation group.

2. Methodology.

In determining whether CMHCs or other
public or nonprofit private facilities meet
the criteria established in paragraph C.1 of
this Part, the following methodology will be
used.

(a) Provision of Services to a Designated Area
or Population Group.

The facility will be considered to be pro-
viding services to a designated area or popu-
lation group if either:

(i) A majority of the facility’s mental
health services are being provided to resi-
dents of designated mental health profes-
sional(s) shortage areas or to population
groups designated as having a shortage of
mental health professional(s); or

(ii) The population within a designated
psychiatric shortage area or population
group has reasonable access to mental health
services provided at the facility. Such rea-
sonable access will be assumed if the popu-
lation lies within 40 minutes travel time of
the facility and nonphysical barriers (relat-
ing to demographic and socioeconomic char-
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acteristics of the population) do not prevent
the population from receiving care at the fa-
cility.

(b) Responsibility for Provision of Services.

This condition will be considered to be met
if the facility, by Federal or State statute,
administrative action, or contractual agree-
ment, has been given responsibility for pro-
viding and/or coordinating mental health
services for the area or population group,
consistent with applicable State plans.

(c) Insufficient capacity to meet mental health
service needs. A facility will be considered to
have insufficient capacity to meet the men-
tal health service needs of the area or popu-
lation it serves if:

(i) There are more than 1,000 patient visits
per year per FTE core mental health profes-
sional on staff of the facility, or

(ii) There are more than 3,000 patient visits
per year per FTE psychiatrist on staff of the
facility, or

(iii) No psychiatrists are on the staff and
this facility is the only facility providing (or
responsible for providing) mental health
services to the designated area or popu-
lation.

3. Determination of Degree-of-Shortage.

Each designated facility will be assigned to
the same degree-of-shortage group as the
designated area or population group which it
serves.

[45 FR 76000, Nov. 17, 1980, as amended at 54
FR 8738, Mar. 2, 1989; 57 FR 2477, Jan. 22, 1992]

APPENDIX D TO PART 5—CRITERIA FOR
DESIGNATION OF AREAS HAVING
SHORTAGES OF VISION CARE PROFES-
SIONAL(S)

Part I—Geographic Areas

A. Criteria.

A geographic area will be designated as
having a shortage of vision care profes-
sional(s) if the following three criteria are
met:

1. The area is a rational area for the deliv-
ery of vision care services.

2. The estimated number of optometric vis-
its supplied by vision care professional(s) in
the area is less than the estimated require-
ments of the area’s population for these vis-
its, and the computed shortage is at least
1,500 optometric visits.

3. Vision care professional(s) in contiguous
areas are excessively distant, overutilized, or
inaccessible to the population of the area
under consideration.

B. Methodology.

In determining whether an area meets the
criteria established by paragraph A of this
part, the following methodology will be used:

1. Rational Areas for the Delivery of Vision
Care Services.
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(a) The following areas will be considered
rational areas for the delivery of vision care
services:

(i) A county, or a group of contiguous
counties whose population centers are within
40 minutes travel time of each other;

(ii) A portion of a county (or an area made
up of portions of more than one county)
whose population, because of topography,
market or transportation patterns, or other
factors, has limited access to contiguous
area resources, as measured generally by a
travel time of greater than 40 minutes to
these resources.

(b) The following distances will be used as
guidelines in determining distances cor-
responding to 40 minutes travel time:

(i) Under normal conditions with primary
roads available: 25 miles.
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(ii) In mountainous terrain or in areas
with only secondary roads available: 20
miles.

(iii) In flat terrain or in areas connected by
interstate highways: 30 miles.

Within inner portions of metropolitan
areas, information on the public transpor-
tation system will be used to determine the
distance corresponding to 40 minutes travel
time.

2. Determination of Estimated Requirement for
Optometric Visits.

The number of optometric visits required
by an area’s population will be estimated by
multiplying each of the following visit rates
by the size of the population within that par-
ticular age group and then adding the figures
obtained together.

Annual number of optometric visits required per person, by age

Age
Under 20

20-29

60 and

30-39 over

40-49 50-59

Number of visits 0.11

0.20 0.24 0.35 0.41 0.48

For geographic areas where the age dis-
tribution of the population is not known, it
will be assumed that the percentage distribu-
tion, by age groups, for the area is the same
as the distribution for the county of which it
is a part.

(3) Determination of Estimated Supply of Op-
tometric Visits.

The estimated supply of optometric serv-
ices will be determined by use of the fol-
lowing formula:

Optometric visits supplied = 3,000 x (number
of optometrists under 65)

Optometric visits supplied + 2,000 x (number
of optometrists 656 and over)

Optometric visits supplied + 1,500 x (number
of ophthamologists)

(4) Determination of Size of Shortage.

Size of shortage (in number of optometric
visits) will be computed as follows:

Optometric visit shortage = visits required
— visits supplied

(5) Contiguous Area Considerations.

Vision care professional(s) in area contig-
uous to an area being considered for designa-
tion will be considered execessively distant,
overutilized or inaccessible to the population
of the area if one of the following conditions
prevails in each contiguous area:

(a) Vision care professional(s) in the con-
tiguous area are more than 40 minutes travel
time from the center of the area being con-
sidered for designation (measured in accord-
ance with paragraph B.1(b) of this part).

(b) The estimated requirement for vision
care services in the contiguous area exceeds
the estimated supply of such services there,
based on the requirements and supply cal-
culations previously described.
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(c) Vision care professional(s) in the con-
tiguous area are inaccessible to the popu-
lation of the area because of specified access
barriers (such as economic or cultural bar-
riers).

C. Determination of Degree-of-Shortage.

Designated areas (and population groups)
will be assigned to degree-of-shortage
groups, based on the ratio of optometric vis-
its supplied to optometric visits required for
the area (or group), as follows:

Group 1—Areas (or groups) with no opto-
metric visits being supplied (i.e., with no op-
tometrists or ophthalmologists).

Group 2—Areas (or groups) where the ratio
of optometric visits supplied to optometric
visits required is less than 0.5.

Group 3—Areas (or groups) where the ratio
of optometric visits supplied to optometric
visits required is between 0.5 and 1.0.

Part II—Population Groups

A. Criteria.

Population groups within particular geo-
graphic areas will be designated if both the
following criteria are met:

(1) Members of the population group do not
have access to vision care resources within
the area (or in contiguous areas) because of
non-physical access barriers (such as eco-
nomic or cultural barriers).

(2) The estimated number of optometric
visits supplied to the population group (as
determined under paragraph B.3 of part I of
this Appendix) is less than the estimated
number of visits required by that group (as
determined under paragraph B.2 of part I of
this Appendix), and the computed shortage is
at least 1,500 optometric visits.
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B. Determination of Degree of Shortage.

The degree of shortage of a given popu-
lation group will be determined in the same
way as described for areas in paragraph C of
part I of this appendix.

APPENDIX E TO PART 5—CRITERIA FOR
DESIGNATION OF AREAS HAVING
SHORTAGES OF PODIATRIC PROFES-
SIONAL(S)

Part I—Geographic Areas

A. Criteria.

A geographic area will be designated as
having a shortage of podiatric professional(s)
if the following three criteria are met:

1. The area is a rational area for the deliv-
ery of podiatric services.

2. The area’s ratio of population to foot
care practitioners is at least 28,000:1, and the
computed podiatrist shortage to meet this
ratio is at least 0.5.

3. Podiatric professional(s) in contiguous
areas are overutilized, excessively distant, or
inaccessible to the population of the area
under consideration.

B. Methodology.

In determining whether an area meets the
criteria established by paragraph A of this
Part, the following methodology will be
used:

1. Rational Areas for the Delivery of Podiatric
Services.

(a) The following areas will be considered
rational areas for the delivery of podiatric
services:

(i) A county or a group of contiguous coun-
ties whose population centers are within 40
minutes travel time of each other.

(ii) A portion of a county, or an area made
up of portions of more than one county,
whose population, because of topography,
market and/or transportation patterns or
other factors, has limited access to contig-
uous area resources, as measured generally
by a travel time of greater than 40 minutes
from its population center to these re-
sources.

(b) The following distances will be used as
guidelines in determining distances cor-
responding to 40 minutes travel time:

(i) Under normal conditions with primary
roads available: 25 miles.

(ii) In mountainous terrain or in areas
with only secondary roads available: 20
miles.

(iii) In flat terrain or in areas connected by
interstate highways: 30 miles.

Within inner portions of metropolitan
areas, information on the public transpor-
tation system will be used to determine the
area corresponding to 40 minutes travel
time.

2. Population Count.

The population count used will be the total
permanent resident civilian population of
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the area, excluding inmates of institutions,
adjusted by the following formula to take
into account the differing utilization rates of
podiatric services by different age groups
within the population:

Adjusted population=total population x (1 +
2.2 x (percent of population 65 and over)
— 0.44 x (percent of population under 17)).

3. Counting of Foot Care Practitioners.

(a) All podiatrists providing patient care
will be counted. However, in order to take
into account productivity differences in
podiatric practices associated with the age
of the podiatrists, the following formula will
be utilized:

Number of FTE podiatrists
trists under age 55)
+ .8 x (podiatrists age 55 and over)

(b) In order to take into account the fact
that orthopedic surgeons and general and
family practitioners devote a percentage of
their time to foot care, the total available
foot care practitioners will be computed as
follows:

Number of foot care practitioners = number
of FTE podiatrists

+ .15 x (number of orthopedic surgeons)

+ .02 x (number of general and family
practioners).

4. Determination of Size of Shortage.
Size of shortage (in number of FTE podia-
trists) will be computed as follows:

Podiatrist shortage adjusted population /
28,000 — number of FTE foot care practi-
tioners.

5. Contiguous Area Considerations.

Podiatric professional(s) in areas contig-
uous to an area being considered for designa-
tion will be considered excessively distant,
overutilized or inaccessible to the population
of the area under consideration if one of the
following conditions prevails in each contig-
uous area:

(a) Podiatric professional(s) in the contig-
uous area are more than 40 minutes travel
time from the center of the area being con-
sidered for designation.

(b) The population-to-foot care practi-
tioner ratio in the contiguous areas is in ex-
cess of 20,000:1, indicating that contiguous
area podiatric professional(s) cannot be ex-
pected to help alleviate the shortage situa-
tion in the area for which designation is re-
quested.

(c) Podiatric professional(s) in the contig-
uous area are inaccessible to the population
of the area under consideration because of
specified access barriers (such as economic
or cultural barriers).

C. Determination of Degree of Shortage.

Designated areas will be assigned to
groups, based on the ratio (R) of adjusted
population to number of foot care practi-
tioners, as follows:

1.0 x (podia-
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Group 1 Areas with no foot care practi-
tioners, and areas with R >50,000 and no po-
diatrists.

Group 2 Other areas with R >50,000.

Group 3 Areas with 50,000 >R >28,000.

APPENDIX F TO PART 5—CRITERIA FOR
DESIGNATION OF AREAS HAVING
SHORTAGES OF PHARMACY PROFES-
SIONAL(S)

Part I—Geographic Areas

A. Criteria.

A geographic area will be designated as
having a shortage of pharmacy profes-
sional(s) if the following three criteria are
met:

1. The area is a rational area for the deliv-
ery of pharmacy services.

2. The number of pharmacists serving the
area is less than the estimated requirement
for pharmacists in the area, and the com-
puted pharmacist shortage is at least 0.5.

3. Pharmacists in contiguous areas are
overutilized or excessively distant from the
population of the area under consideration.

B. Methodology.

In determining whether an area meets the
criteria established by paragraph A of this
Part, the following methodology will be
used:

1. Rational Areas for the Delivery of Phar-
macy Services.

(a) The following areas will be considered
rational areas for the delivery of pharmacy
services:

(i) A county, or a group of contiguous
counties whose population centers are within
30 minutes travel time of each other; and

(ii) A portion of a county, or an area made
up of portions of more than one county,
whose population, because of topography,
market or transportation patterns or other
factors, has limited access to contiguous
area resources, as measured generally by a
travel time of greater than 30 minutes to
these resources.

(b) The following distances will be used as
guidelines in determining distances cor-
responding to 30 minutes travel time:

(i) Under normal conditions with primary
roads available: 20 miles.

(ii) In mountainous terrain or in areas
with only secondary roads available: 15
miles.

(iii) In flat terrain or in areas connected by
interstate highways: 256 miles.

Within inner portions of metropolitan
areas, information on the public transpor-
tation system will be used to determine the
area corresponding to 30 minutes travel
time.

2. Counting of Pharmacists.

All active pharmacists within the area will
be counted, except those engaged in teach-
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ing, administration, or pharmaceutical re-
search.

3. Determination of Estimated Requirement for
Pharmacists.

(a) Basic estimate. The basic estimated re-
quirement for pharmacists will be calculated
as follows:

Basic pharmacist requirement = .15 x (resi-
dent civilian population/1,000) + .035 X
(total number of physicians engaged in
patient care in the area).

(b) Adjusted estimate. For areas with less
than 20,000 persons, the following adjustment
is made to the basic estimate to compensate
for the lower expected productivity of small
practices.

Estimated pharmacist requirement 2
population/20,000) x basic pharmacist re-
quirement.

4. Size of Shortage Computation.
The size of the shortage will be computed
as follows:

Pharmacist shortage = estimated pharmacist
requirement number of pharmacists
available.

5. Contiguous Area Considerations.

Pharmacists in areas contiguous to an area
being considered for designation will be con-
sidered excessively distant or overutilized if
either:

(a) Pharmacy professional(s) in contiguous
areas are more than 30 minutes travel time
from the center of the area under consider-
ation, or

(b) The number of pharmacists in each con-
tiguous area is less than or equal to the esti-
mated requirement for pharmacists for that
contiguous area (as computed above).

C. Determination of Degree-of-Shortage.

Designated areas will be assigned to de-
gree-of-shortage groups, based on the propor-
tion of the estimated requirement for phar-
macists which is currently available in the
area, as follows:

Group 1—Areas with no pharmacists.

Group 2—Areas where the ratio of avail-
able pharmacists to pharmacists required is
less than 0.5.

Group 3—Areas where the ratio of avail-
able pharmacists to pharmacists required is
between 0.5 and 1.0.

APPENDIX G TO PART 5—CRITERIA FOR
DESIGNATION OF AREAS HAVING
SHORTAGES OF VETERINARY PROFES-
SIONAL(S)

Part I—Geographic Areas

A. Criteria for Food Animal Veterinary Short-
age.

A geographic area will be designated as
having a shortage of food animal veterinary
professional(s) if the following three criteria
are met:
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1. The area is a rational area for the deliv-
ery of veterinary services.

2. The ratio of veterinary livestock units
to food animal veterinarians in the area is at
least 10,000:1, and the computed food animal
veterinarian shortage to meet this ratio is at
least 0.5.

3. Food animal veterinarians in contiguous
areas are overutilized or excessively distant
from the population of the area under con-
sideration.

B. Criteria for Companion Animal Veterinary
Shortage.

A geographic area will be designated as
having a shortage of companion animal vet-
erinary professional(s) if the following three
criteria are met:

1. The area is a rational area for the deliv-
ery of veterinary services.

2. The ratio of resident civilian population
to number of companion animal veterinar-
ians in the area is at least 30,000:1 and the
computed companion animal veterinary
shortage to meet this ratio is at least 0.5.

3. Companion animal veterinarians in con-
tiguous areas are overutilized or excessively
distant from the population of the area
under consideration.

C. Methodology.

In determining whether an area meets the
criteria established by paragraphs A and B of
this part, the following methodology will be
used:

1. Rational Areas for the Delivery of Veteri-
nary Services.

(a) The following areas will be considered
rational areas for the delivery of veterinary
services:

(i) A county, or a group of contiguous
counties whose population centers are within
40 minutes travel time of each other.

(ii) A portion of a county (or an area made
up of portions of more than one county)
which, because of topography, market and/or
transportation patterns or other factors, has
limited access to contiguous area resources,
as measured generally by a travel time of
greater than 40 minutes to these resources.

(b) The following distances will be used as
guidelines in determining distances cor-
responding to 40 minutes travel time:

(i) Under normal conditions with primary
roads available: 25 miles.

(ii) In mountainous terrain or in areas
with only secondary roads available: 20
miles.

(iii) In flat terrain or in areas connected by
interstate highways: 30 miles.

2. Determination of Number of Veterinary
Livestock Units (VLU) Requiring Care.

Since various types of food animals require
varying amounts of veterinary care, each
type of animal has been assigned a weight in-
dicating the amount of veterinary care it re-
quires relative to that required by a milk
cow. Those weights are used to compute the
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number of ‘‘Veterinary Livestock Units”
(VLU) for which veterinary care is required.
The VLU is computed as follows:

Veterinary Livestock Units (VLU)=(number
of milk cows)

+.2x(number of other cattle and calves)

+.05x(number of hogs and pigs)

+.05x(number of sheep)

+.002x(number of poultry).

3. Counting of Food Animal Veterinarians.

The number of food animal veterinarians is
determined by weighting the number of vet-
erinarians within each of several practice
categories according to the average fraction
of practice time in that category which is de-
voted to food animal veterinary care, as fol-
lows:

Number of Food Animal
Veterinarians=(number of veterinarians in
large animal practice, exclusively)

+(number of veterinarians in bovine prac-
tice, exclusively)

+(number of veterinarians in poultry prac-
tice, exclusively)

+.75x(mixed practice veterinarians with
greater than 50% of practice in large ani-
mal care)

+.5x(mixed practice veterinarians with ap-
proximately 50% of practice in large ani-
mal care)

+.26x(mixed practice veterinarians with less
than 50% of practice in large animal care).

4. Counting of Companion Animal Veterinar-
ians (that is, those who provide services for
dogs, cats, horses, and any other animals
maintained as companions to the owner
rather than as food animals).

The number of full-time equivalent com-
panion animal veterinarians is determined
by weighting the number of veterinarians
within each of several practice categories by
the average portion of their practice which is
devoted to companion animal care by the
practitioners within that category, as fol-
lows:

Number of Companion Animal
Veterinarians=(number of veterinarians in
large animal practice, exclusively)

+(number of veterinarians in equine prac-
tice, exclusively)

+.75x(mixed practice veterinarians with
greater than 50% of practice in small ani-
mal care)

+.5x(mixed practice veterinarians with ap-
proximately 50% of practice in small ani-
mal care)

+.26x(mixed practice veterinarians with less
than 50% of practice in small animal care).
5. Size of Shortage Computation.

The size of shortage will be computed as
follows:

(a) Food animal veterinarian
shortage=(VLU/10,000) — (number of food ani-
mal veterinarians).

(b) Companion
shortage=(resident

veterinarian
pop./

animal
civilian
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30,000) — (number of companion animal veteri-
narians).

6. Contiguous Area Considerations.

Veterinary professional(s) in areas contig-
uous to an area being considered for designa-
tion will be considered excessively distant
from the population of the area or overuti-
lized if one of the following conditions pre-
vails in each contiguous area:

(a) Veterinary professional(s) in the con-
tiguous area are more than 60 minutes travel
time from the center of the area being con-
sidered for designation (measured in accord-
ance with paragraph C.1.(b) of this part).

(b) In the case of food animal veterinary
professional(s), the VLU-to-food animal vet-
erinarian ratio in the contiguous area is in
excess of 5,000:1.

(c) In the case of companion animal veteri-
nary professional(s), the population-to-com-
panion animal veterinarian ratio in the con-
tiguous area is in excess of 15,000:1.

C. Determination of Degree-of-Shortage.

Designated areas will be assigned to de-
gree-of-shortage groups as follows:

Group 1—Areas with a food animal veteri-
narian shortage and no veterinarians.

Group 2—Areas (not included above) with a
food animal veterinarian shortage and no
food animal veterinarians.

Group 3—All other food animal veteri-
narian shortage areas.

Group 4—All companion animal shortage
areas (not included above) having no veteri-
narians.

Group b5—All
shortage areas.

PART 50—RURAL PHYSICIAN
TRAINING GRANT PROGRAM

other companion animal

Sec.
ba.l Statutory basis and purpose.
5a.2 Applicability.
5a.3 Definition of Underserved Rural Com-
munity.
AUTHORITY: Sec. 749B of the Public Health
Service Act (42 U.S.C. 293k) as amended.

SOURCE: 75 FR 29451, May 26, 2010, unless
otherwise noted.

§5a.1 Statutory basis and purpose.

This part implements section 749B(f)
of the Public Health Service Act. These
provisions define ‘‘underserved rural
community’ for purposes of the Rural
Physician Training Grant Program.

§5a.2 Applicability.

This part applies to grants made
under section 749B of the Public Health
Service Act.
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§5a.3 Definition of Underserved Rural
Community.

Underserved Rural Community means a
community:

(a) Located in:

(1) A non-Metropolitan County or
Micropolitan county; or

(2) If it is within a Metropolitan
county, all Census Tracts that are as-
signed a Rural-Urban Commuting Area
(RUCASs) codes of 4-10; or

(3) Census Tracts within a Metropoli-
tan Area with RUCA codes 2 and 3 that
are larger than 400 square miles and
have population density of less than 30
people per square mile; and

(b) Located in a current:

(1) Federally-designated Primary
Health Care Geographic Health Profes-
sions Shortage Area, (under section
332(a)(1)(A) of the Public Health Serv-
ice Act) or

(2) Federally-designated Medically
Underserved Area (under section
330(b)(3) of the Public Health Service
Act).

PART 6—FEDERAL TORT CLAIMS
ACT COVERAGE OF CERTAIN
GRANTEES AND INDIVIDUALS

Applicability.
Definitions.
Eligible entities.
Covered individuals.
Deeming process for eligible entities.
Covered acts and omissions.
AUTHORITY: Sections 215 and 224 of the Pub-
lic Health Service Act, 42 U.S.C. 216 and 233.

SOURCE: 60 FR 22532, May 8, 1995, unless
otherwise noted.

§6.1 Applicability.

This part applies to entities and indi-
viduals whose acts and omissions re-
lated to the performance of medical,
surgical, dental, or related functions
are covered by the Federal Tort Claims
Act (28 U.S.C. 1346(b) and 2671-2680) in
accordance with the provisions of sec-
tion 224(g) of the Public Health Service
Act (42 U.S.C. 233(2)).

§6.2 Definitions.

Act means the Public Health Service
Act, as amended.

Attorney General means the Attorney
General of the United States and any
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other officer or employee of the De-
partment of Justice to whom the au-
thority involved has been delegated.

Covered entity means an entity de-
scribed in §6.3 which has been deemed
by the Secretary, in accordance with
§6.5, to be covered by this part.

Covered individual means an
vidual described in §6.4.

Effective date as used in §6.5 and §6.6
refers to the date of the Secretary’s de-
termination that an entity is a covered
entity.

Secretary means the Secretary of
Health and Human Services (HHS) and
any other officer or employee of the
Department of HHS to whom the au-
thority involved has been delegated.

Subrecipient means an entity which
receives a grant or a contract from a
covered entity to provide a full range
of health services on behalf of the cov-
ered entity.

§6.3 Eligible entities.

(a) Grantees. Entities eligible for cov-
erage under this part are public and
nonprofit private entities receiving
Federal funds under any of the fol-
lowing grant programs:

(1) Section 329 of the Act (relating to
grants for migrant health centers);

(2) Section 330 of the Act (relating to
grants for community health centers);

(3) Section 340 of the Act (relating to
grants for health services for the home-
less); and

(4) Section 340A of the Act (relating
to grants for health services for resi-
dents of public housing).

(b) Subrecipients. Entities that are
subrecipients of grant funds described
in paragraph (a) of this section are eli-
gible for coverage only if they provide
a full range of health care services on
behalf of an eligible grantee and only
for those services carried out under the
grant funded project.

indi-

§6.4 Covered individuals.

(a) Officers and employees of a cov-
ered entity are eligible for coverage
under this part.

(b) Contractors of a covered entity
who are physicians or other licensed or
certified health care practitioners are
eligible for coverage under this part if
they meet the requirements of section
224(g)(5) of the Act.
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(¢) An individual physician or other
licensed or certified health care practi-
tioner who is an officer, employee, or
contractor of a covered entity will not
be covered for acts or omissions occur-
ring after receipt by the entity employ-
ing such individual of notice of a final
determination by the Attorney General
that he or she is no longer covered by
this part, in accordance with section
224(i) of the Act.

§6.5 Deeming process for eligible enti-
ties.

Eligible entities will be covered by
this part only on and after the effective
date of a determination by the Sec-
retary that they meet the require-
ments of section 224(h) of the Act. In
making such determination, the Sec-
retary will receive such assurances and
conduct such investigations as he or
she deems necessary.

§6.6 Covered acts and omissions.

(a) Only acts and omissions occurring
on and after the effective date of the
Secretary’s determination under §6.5
and before the later date specified in
section 224(g)(3) of the Act are covered
by this part.

(b) Only claims for damage for per-
sonal injury, including death, resulting
from the performance of medical, sur-
gical, dental, or related functions are
covered by this part.

(c) With respect to covered individ-
uals, only acts and omissions within
the scope of their employment (or con-
tract for services) are covered. If a cov-
ered individual is providing services
which are not on behalf of the covered
entity, such as on a volunteer basis or
on behalf of a third-party (except as de-
scribed in paragraph (d) of this sec-
tion), whether for pay or otherwise,
acts and omissions which are related to
such services are not covered.

(d) Only acts and omissions related
to the grant-supported activity of enti-
ties are covered. Acts and omissions re-
lated to services provided to individ-
uals who are not patients of a covered
entity will be covered only if the Sec-
retary determines that:

(1) The provision of the services to
such individuals benefits patients of
the entity and general populations that
could be served by the entity through
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community-wide intervention efforts
within the communities served by such
entity;

(2) The provision of the services to
such individuals facilitates the provi-
sion of services to patients of the enti-
ty; or

(3) Such services are otherwise re-
quired to be provided to such individ-
uals under an employment contract or
similar arrangement between the enti-
ty and the covered individual.

(e) Examples. The following are exam-
ples of situations within the scope of
paragraph (d) of this section:

(1) A community health center
deemed to be a covered entity estab-
lishes a school-based or school-linked
health program as part of its grant
supported activity. Even though the
students treated are not necessarily
registered patients of the center, the
center and its health care practitioners
will be covered for services provided, if
the Secretary makes the determination
in paragraph (d)(1) of this section.

(2) A migrant health center requires
its physicians to obtain staff privileges
at a community hospital. As a condi-
tion of obtaining such privileges, and
thus being able to admit the center’s
patients to the hospital, the physicians
must agree to provide occasional cov-
erage of the hospital’s emergency
room. The Secretary would be author-
ized to determine that this coverage is
necessary to facilitate the provision of
services to the grantee’s patients, and
that it would therefore be covered by
paragraph (d)(2) of this section.

(3) A homeless health services grant-
ee makes arrangements with local
community providers for after-hours
coverage of its patients. The grantee’s
physicians are required by their em-
ployment contracts to provide periodic
cross-coverage for patients of these
providers, in order to make this ar-
rangement feasible. The Secretary may
determine that the arrangement is
within the scope of paragraph (d)(3) of
this section.

(4) For the specific activities de-
scribed in this paragraph (e)(4), when
carried out by an entity (and its eligi-
ble personnel) that has been covered
under paragraph (c) of this section, the
Department has determined that cov-
erage is provided under paragraph (d)
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of this section, without the need for
specific application for an additional
coverage determination under para-
graph (d) of this section, if the activity
or arrangement in question fits square-
ly within these descriptions; otherwise,
the health center should seek a par-
ticularized determination of coverage.

(i) Community-Wide Interventions. (A)
School-Based Clinics: Health center
staff provide primary and preventive
health care services at a facility lo-
cated in a school or on school grounds.
The health center has a written affili-
ation agreement with the school.

(B) School-Linked Clinics: Health
center staff provide primary and pre-
ventive health care services, at a site
not located on school grounds, to stu-
dents of one or more schools. The
health center has a written affiliation
agreement with each school.

(C) Health Fairs: On behalf of the
health center, health center staff con-
duct or participate in an event to at-
tract community members for purposes
of performing health assessments. Such
events may be held in the health cen-
ter, outside on its grounds, or else-
where in the community.

(D) Immunization Campaigns: On be-
half of the health center, health center
staff conduct or participate in an event
to immunize individuals against infec-
tious illnesses. The event may be held
at the health center, schools, or else-
where in the community.

(E) Migrant Camp Outreach: Health
center staff travel to a migrant farm-
worker residence camp to conduct in-
take screening to determine those in
need of clinic services (which may
mean health care is provided at the
time of such intake activity or during
subsequent clinic staff visits to the
camp).

(F) Homeless Outreach: Health center
staff travel to a shelter for homeless
persons, or a street location where
homeless persons congregate, to con-
duct intake screening to determine
those in need of clinic services (which
may mean health care is provided at
the time of such intake activity or dur-
ing subsequent clinic staff visits to
that location).

(ii) Hospital-Related Activities. Peri-
odic hospital call or hospital emer-
gency room coverage is required by the
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hospital as a condition for obtaining
hospital admitting privileges. There
must also be documentation for the
particular health care provider that
this coverage is a condition of employ-
ment at the health center.

(iii) Coverage-Related Activities. As
part of a health center’s arrangement
with local community providers for
after-hours coverage of its patients,
the health center’s providers are re-
quired by their employment contract
to provide periodic or occasional cross-
coverage for patients of these pro-
viders.

(iv) Coverage in Certain Individual
Emergencies. A health center provider is
providing or undertaking to provide
covered services to a health center pa-
tient within the approved scope of
project of the center, or to an indi-
vidual who is not a patient of the
health center under the conditions set
forth in this rule, when the provider is
then asked, called upon, or undertakes,
at or near that location and as the re-
sult of a non-health center patient’s
emergency situation, to temporarily
treat or assist in treating that non-
health center patient. In addition to
any other documentation required for
the original services, the health center
must have documentation (such as em-
ployee manual provisions, health cen-
ter bylaws, or an employee contract)
that the provision of individual emer-
gency treatment, when the practi-
tioner is already providing or under-
taking to provide covered services, is a
condition of employment at the health
center.

[60 FR 22532, May 8, 1995; 60 FR 36073, July 13,
1995; 78 FR 58204, Sept. 23, 2013]

PART 7—DISTRIBUTION OF REF-

ERENCE BIOLOGICAL STAND-
ARDS AND BIOLOGICAL PREP-
ARATIONS

Sec.
7.1
7.2
7.3
7.4
7.5
7.6

AUTHORITY: Sec. 215, 58 Stat. 690, as amend-
ed (42 U.S.C. 216); title V of the Independent
Offices Appropriations Act of 1952 (31 U.S.C.

Applicability.

Establishment of a user charge.
Definitions.

Schedule of charges.

Payment procedures.
Exemptions.
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9701); and secs. 301(a) and 352 of the Public
Health Service Act, as amended (42 U.S.C.
241(a) and 263).

SOURCE: 52 FR 11073, Apr. 7, 1987, unless
otherwise noted.

§7.1 Applicability.

The provisions of this part are appli-
cable to private entities requesting
from the Centers for Disease Control
and Prevention (CDC) reference bio-
logical Standards and Biological prep-
arations for use in their laboratories.

[78 FR 43820, July 22, 2013]

§7.2 Establishment of a user charge.

Except as otherwise provided in §7.6,
a user charge shall be imposed to cover
the cost to CDC of producing and dis-
tributing reference biological stand-
ards and biological preparations.

§7.3 Definitions.

Biological standards means a uniform
and stable reference biological sub-
stance which allows measurements of
relative potency to be made and de-
scribed in a common currency of inter-
national and national units of activity.

Biological preparations means a ref-
erence biological substance which may
be used for a purpose similar to that of
a standard, but which has been estab-
lished without a full collaborative
study, or where a collaborative study
has shown that it is not appropriate to
establish the preparation as an inter-
national standard.

§7.4 Schedule of charges.

The charges imposed in §7.2 are based
on the amount published in CDC’s price
list of available products. These
changes will reflect direct costs (such
as salaries and equipment), indirect
costs (such as rent, telephone service,
and a proportionate share of manage-
ment and administrative costs), and
the cost of particular ingredients.
Charges may vary over time and be-
tween different biological standards or
biological preparations, depending
upon the cost of ingredients and the
complexity of production. An up-to-
date schedule of charges is available
from the Division of Scientific Re-
sources, Centers for Disease Control,
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1600 Clifton Road NE., MS C-17, At-
lanta, Georgia, 30333 or 404-639-3466.

[78 FR 43820, July 22, 2013]

§7.5 Payment procedures.

An up-to-date fee schedule and in-
structions for terms of payment are
available from the Division of Sci-
entific Resources, Centers for Disease
Control and Prevention, 1600 Clifton
Road, MS C-17, Atlanta, Georgia 30333
or 404-639-3466. Any changes in the fee
schedule will be published in the FED-
ERAL REGISTER. The fee must be paid in
U.S. dollars at the time that the re-
quester requests the biological ref-
erence standard or biological prepara-
tion.

[78 FR 43820, July 22, 2013]

§7.6 Exemptions.

State and local health departments,
governmental institutions (e.g., State
hospitals and universities), the World
Health Organization, and ministries of
health of foreign governments may be
exempted from paying user charges,
when using biological standards or bio-
logical preparations for public health
purposes.

PART 8—CERTIFICATION OF
OPIOID TREATMENT PROGRAMS

Subpart A—Accreditation

Sec.

8.1 Scope.

8.2 Definitions.

8.3 Application for approval as an accredita-
tion body.

8.4 Accreditation body responsibilities.

8.6 Periodic evaluation of accreditation
bodies.

8.6 Withdrawal of approval of accreditation
bodies.

Subpart B—Certification and Treatment
Standards

8.11 Opioid
cation.

8.12 Federal opioid treatment standards.

8.13 Revocation of accreditation and accred-
itation body approval.

8.14 Suspension or revocation of certifi-
cation.

treatment program certifi-
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8.15 Forms.

Subpart C—Procedures for Review of Sus-
pension or Proposed Revocation of
OTP Certification, and of Adverse Ac-
tion Regarding Withdrawal of Approval
of an Accreditation Body

8.21
8.22
8.23
8.24
8.25

Applicability.
Definitions.
Limitation on issues subject to review.
Specifying who represents the parties.
Informal review and the reviewing offi-
cial’s response.
8.26 Preparation of the review file and writ-
ten arguments.
8.27 Opportunity for oral presentation.
8.28 Expedited procedures for review of im-
mediate suspension.
8.29 Ex parte communications.
8.30 Transmission of written communica-
tions by reviewing official and calcula-
tion of deadlines.
Authority and responsibilities of the
reviewing official.
8.32 Administrative record.
8.33 Written decision.
8.3¢ Court review of final administrative ac-
tion; exhaustion of administrative rem-
edies.

AUTHORITY: 21 U.S.C. 823; 42 U.S.C. 257a,
290aa(d), 290dd-2, 300x-23, 300x—27(a), 300y—11.

SOURCE: 66 FR 4090, Jan. 17, 2001, unless
otherwise noted.

8.31

Subpart A—Accreditation

§8.1 Scope.

The regulations in this part establish
the procedures by which the Secretary
of Health and Human Services (the
Secretary) will determine whether a
practitioner is qualified under section
303(g) of the Controlled Substances Act
(21 U.S.C. 823(g)) to dispense opioid
drugs in the treatment of opioid addic-
tion. These regulations also establish
the Secretary’s standards regarding
the appropriate quantities of opioid
drugs that may be provided for unsu-
pervised use by individuals undergoing
such treatment (21 U.S.C. 823(g)(1)).
Under these regulations, a practitioner
who intends to dispense opioid drugs in
the treatment of opioid addiction must
first obtain from the Secretary or by
delegation, from the Administrator,
Substance Abuse and Mental Health
Services Administration (SAMHSA), a
certification that the practitioner is
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qualified under the Secretary’s stand-
ards and will comply with such stand-
ards. Eligibility for certification will
depend upon the practitioner obtaining
accreditation from an accreditation
body that has been approved by
SAMHSA. These regulations establish
the procedures whereby an entity can
apply to become an approved accredita-
tion body. This part also establishes re-
quirements and general standards for
accreditation bodies to ensure that
practitioners are consistently evalu-
ated for compliance with the Sec-
retary’s standards for opiate addiction
treatment with an opioid agonist treat-
ment medication.

§8.2 Definitions.

The following definitions apply to
this part:

Accreditation means the process of re-
view and acceptance by an accredita-
tion body.

Accreditation body means a body that
has been approved by SAMHSA under
§8.3 to accredit opioid treatment pro-
grams using opioid agonist treatment
medications.

Accreditation body application means
the application filed with SAMHSA for
purposes of obtaining approval as an
accreditation body, as described in
§8.3(b).

Accreditation elements mean the ele-
ments or standards that are developed
and adopted by an accreditation body
and approved by SAMHSA.

Accreditation survey means an onsite
review and evaluation of an opioid
treatment program by an accreditation
body for the purpose of determining
compliance with the Federal opioid
treatment standards described in §8.12.

Accredited opioid treatment program
means an opioid treatment program
that is the subject of a current, valid
accreditation from an accreditation
body approved by SAMHSA under
§8.3(d).

Certification means the process by
which SAMHSA determines that an
opioid treatment program is qualified
to provide opioid treatment under the
Federal opioid treatment standards.

Certification application means the ap-
plication filed by an opioid treatment
program for purposes of obtaining cer-
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tification from SAMHSA, as described
in §8.11(b).

Certified opioid treatment program
means an opioid treatment program
that is the subject of a current, valid
certification under §8.11.

Comprehensive maintenance treatment
is maintenance treatment provided in
conjunction with a comprehensive
range of appropriate medical and reha-
bilitative services.

Detorification treatment means the
dispensing of an opioid agonist treat-
ment medication in decreasing doses to
an individual to alleviate adverse phys-
ical or psychological effects incident to
withdrawal from the continuous or sus-
tained use of an opioid drug and as a
method of bringing the individual to a
drug-free state within such period.

Federal opioid treatment standards
means the standards established by the
Secretary in §8.12 that are used to de-
termine whether an opioid treatment
program is qualified to engage in
opioid treatment. The Federal opioid
treatment standards established in
§8.12 also include the standards estab-
lished by the Secretary regarding the
quantities of opioid drugs which may
be provided for unsupervised use.

For-cause inspection means an inspec-
tion of an opioid treatment program by
the Secretary, or by an accreditation
body, that may be operating in viola-
tion of Federal opioid treatment stand-
ards, may be providing substandard
treatment, or may be serving as a pos-
sible source of diverted medications.

Interim maintenance treatment means
maintenance treatment provided in
conjunction with appropriate medical
services while a patient is awaiting
transfer to a program that provides

comprehensive maintenance treat-
ment.
Long-term  detoxification treatment

means detoxification treatment for a
period more than 30 days but not in ex-
cess of 180 days.

Maintenance treatment means the dis-
pensing of an opioid agonist treatment
medication at stable dosage levels for a
period in excess of 21 days in the treat-
ment of an individual for opioid addic-
tion.



Public Health Service, HHS

Medical director means a physician, 1i-
censed to practice medicine in the ju-
risdiction in which the opioid treat-
ment program is located, who assumes
responsibility for administering all
medical services performed by the pro-
gram, either by performing them di-
rectly or by delegating specific respon-
sibility to authorized program physi-
cians and healthcare professionals
functioning under the medical direc-
tor’s direct supervision.

Medical and rehabilitative services
means services such as medical evalua-
tions, counseling, and rehabilitative
and other social programs (e.g., voca-
tional and educational guidance, em-
ployment placement), that are in-
tended to help patients in opioid treat-
ment programs become and/or remain
productive members of society.

Medication unit means a facility es-
tablished as part of, but geographically
separate from, an opioid treatment
program from which licensed private
practitioners or community phar-
macists dispense or administer an
opioid agonist treatment medication or
collect samples for drug testing or
analysis.

Opiate addiction is defined as a clus-
ter of cognitive, behavioral, and phys-
iological symptoms in which the indi-
vidual continues use of opiates despite
significant opiate-induced problems.
Opiate dependence is characterized by
repeated self-administration that usu-
ally results in opiate tolerance, with-
drawal symptoms, and compulsive
drug-taking. Dependence may occur
with or without the physiological
symptoms of tolerance and withdrawal.

Opioid agonist treatment medication
means any opioid agonist drug that is
approved by the Food and Drug Admin-
istration under section 505 of the Fed-
eral Food, Drug, and Cosmetic Act (21
U.S.C. 355) for use in the treatment of
opiate addiction.

Opioid drug means any drug having
an addiction-forming or addiction-sus-
taining liability similar to morphine or
being capable of conversion into a drug
having such addiction-forming or ad-
diction-sustaining liability.

Opioid treatment means the dispensing
of an opioid agonist treatment medica-
tion, along with a comprehensive range
of medical and rehabilitative services,
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when clinically necessary, to an indi-
vidual to alleviate the adverse medical,
psychological, or physical effects inci-
dent to opiate addiction. This term en-
compasses detoxification treatment,
short-term detoxification treatment,
long-term detoxification treatment,
maintenance treatment, comprehen-
sive maintenance treatment, and in-
terim maintenance treatment.

Opioid treatment program or “OTP”
means a program or practitioner en-
gaged in opioid treatment of individ-
uals with an opioid agonist treatment
medication.

Patient means any individual who un-
dergoes treatment in an opioid treat-
ment program.

Program sponsor means the person
named in the application for certifi-
cation described in §8.11(b) as respon-
sible for the operation of the opioid
treatment program and who assumes
responsibility for all its employees, in-
cluding any practitioners, agents, or
other persons providing medical, reha-
bilitative, or counseling services at the
program or any of its medication units.
The program sponsor need not be a li-
censed physician but shall employ a li-
censed physician for the position of
medical director.

Registered opioid treatment program
means an opioid treatment program

that is registered under 21 U.S.C.
823(g).
Short-term  detoxification  treatment

means detoxification treatment for a
period not in excess of 30 days.

State Authority is the agency des-
ignated by the Governor or other ap-
propriate official designated by the
Governor to exercise the responsibility
and authority within the State or Ter-
ritory for governing the treatment of
opiate addiction with an opioid drug.

Treatment plan means a plan that
outlines for each patient attainable
short-term treatment goals that are
mutually acceptable to the patient and
the opioid treatment program and
which specifies the services to be pro-
vided and the frequency and schedule
for their provision.
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§8.3 Application for approval as an ac-
creditation body.

(a) Eligibility. Private nonprofit orga-
nizations or State governmental enti-
ties, or political subdivisions thereof,
capable of meeting the requirements of
this part may apply for approval as an
accreditation body.

(b) Application for initial approval.
Three copies of an accreditation body
application form [SMA-163] shall be
submitted to SAMHSA at rm. 12-105,
5600 Fishers Lane, Rockville, MD 20857,
and marked ATTENTION: OTP Certifi-
cation Program. SAMHSA will con-
sider and accept the electronic submis-
sion of these materials when electronic
submission systems are developed and
available. Accreditation body applica-
tions shall include the following infor-
mation and supporting documentation:

(1) Name, address, and telephone
number of the applicant and a respon-
sible official for the accreditation
body. The application shall be signed
by the responsible official;

(2) BEvidence of the nonprofit status
of the applicant (i.e., of fulfilling Inter-
nal Revenue Service requirements as a
nonprofit organization) if the applicant
is not a State governmental entity or
political subdivision;

(3) A set of the accreditation ele-
ments or standards and a detailed dis-
cussion showing how the proposed ac-
creditation elements or standards will
ensure that each OTP surveyed by the
applicant is qualified to meet or is
meeting each of the Federal opioid
treatment standards set forth in §8.12;

(4) A detailed description of the ap-
plicant’s decisionmaking process, in-
cluding:

(i) Procedures for initiating and per-
forming onsite accreditation surveys of
OTPs;

(ii) Procedures for assessing OTP per-
sonnel qualifications;

(iii) Copies of an application for ac-
creditation, guidelines, instructions,
and other materials the applicant will
send to OTPs during the accreditation
process, including a request for a com-
plete history of prior accreditation ac-
tivities and a statement that all infor-
mation and data submitted in the ap-
plication for accreditation is true and
accurate, and that no material fact has
been omitted;
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(iv) Policies and procedures for noti-
fying OTPs and SAMHSA of defi-
ciencies and for monitoring corrections
of deficiencies by OTPs;

(v) Policies and procedures for sus-
pending or revoking an OTP’s accredi-
tation;

(vi) Policies and procedures that will
ensure processing of applications for
accreditation and applications for re-
newal of accreditation within a time-
frame approved by SAMHSA; and

(vii) A description of the applicant’s
appeals process to allow OTPs to con-
test adverse accreditation decisions.

(6) Policies and procedures estab-
lished by the accreditation body to
avoid conflicts of interest, or the ap-
pearance of conflicts of interest, by the
applicant’s board members, commis-
sioners, professional personnel, con-
sultants, administrative personnel, and
other representatives;

(6) A description of the education, ex-
perience, and training requirements for
the applicant’s professional staff, ac-
creditation survey team membership,
and the identification of at least one li-
censed physician on the applicant’s
staff;

(7) A description of the applicant’s
training policies;

(8) Fee schedules,
cost data;

(9) Satisfactory assurances that the
body will comply with the require-
ments of §8.4, including a contingency
plan for investigating complaints
under §8.4(e);

(10) Policies and procedures estab-
lished to protect confidential informa-
tion the applicant will collect or re-
ceive in its role as an accreditation
body; and

(11) Any other information SAMHSA
may require.

(c) Application for renewal of approval.
An accreditation body that intends to
continue to serve as an accreditation
body beyond its current term shall
apply to SAMHSA for renewal, or no-
tify SAMHSA of its intention not to
apply for renewal, in accordance with
the following procedures and schedule:

(1) At least 9 months before the date
of expiration of an accreditation body’s
term of approval, the body shall inform
SAMHSA in writing of its intent to
seek renewal.

with supporting
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(2) SAMHSA will notify the applicant
of the relevant information, materials,
and supporting documentation required
under paragraph (b) of this section that
the applicant shall submit as part of
the renewal procedure.

(3) At least 3 months before the date
of expiration of the accreditation
body’s term of approval, the applicant
shall furnish to SAMHSA three copies
of a renewal application containing the
information, materials, and supporting
documentation requested by SAMHSA
under paragraph (c)(2) of this section.

(4) An accreditation body that does
not intend to renew its approval shall
so notify SAMHSA at least 9 months
before the expiration of the body’s
term of approval.

(d) Rulings on applications for initial
approval or renewal of approval. (1)
SAMHSA will grant an application for
initial approval or an application for
renewal of approval if it determines the
applicant substantially meets the ac-
creditation body requirements of this
subpart.

(2) If SAMHSA determines that the
applicant does not substantially meet
the requirements set forth in this sub-
part. SAMHSA will notify the appli-
cant of the deficiencies in the applica-
tion and request that the applicant re-
solve such deficiencies within 90 days
of receipt of the notice. If the defi-
ciencies are resolved to the satisfac-
tion of SAMHSA within the 90-day
time period, the body will be approved
as an accreditation body. If the defi-
ciencies have not been resolved to the
satisfaction of SAMHSA within the 90-
day time period, the application for ap-
proval as an accreditation body will be
denied.

(3) If SAMHSA does not reach a final
decision on a renewal application be-
fore the expiration of an accreditation
body’s term of approval, the approval
will be deemed extended until
SAMHSA reaches a final decision, un-
less an accreditation body does not rec-
tify deficiencies in the application
within the specified time period, as re-
quired in paragraph (d)(2) of this sec-
tion.

(e) Relinquishment of approval. An ac-
creditation body that intends to relin-
quish its accreditation approval before
expiration of the body’s term of ap-
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proval shall submit a letter of such in-
tent to SAMHSA, at the address in
paragraph (b) of this section, at least 9
months before relinquishing such ap-
proval.

(f) Notification. An accreditation body
that does not apply for renewal of ap-
proval, or is denied such approval by
SAMHSA, relinquishes its accredita-
tion approval before expiration of its
term of approval, or has its approval
withdrawn, shall:

(1) Transfer copies of records and
other related information as required
by SAMHSA to a location, including
another accreditation body, and ac-
cording to a schedule approved by
SAMHSA; and

(2) Notify, in a manner and time pe-
riod approved by SAMHSA, all OTPs
accredited or seeking accreditation by
the body that the body will no longer
have approval to provide accreditation
services.

(g) Term of approval. An accreditation
body’s term of approval is for a period
not to exceed 5 years.

(h) State accreditation bodies. State
governmental entities, including polit-
ical subdivisions thereof, may establish
organizational units that may act as
accreditation bodies, provided such
units meet the requirements of this
section, are approved by SAMHSA
under this section, and have taken ap-
propriate measures to prevent actual
or apparent conflicts of interest, in-
cluding cases in which State or Federal
funds are used to support opioid treat-
ment services.

§8.4 Accreditation body responsibil-
ities.

(a) Accreditation surveys and for cause
inspections. (1) Accreditation bodies
shall conduct routine accreditation
surveys for initial, renewal, and con-
tinued accreditation of each OTP at
least every 3 years.

(2) Accreditation bodies must agree
to conduct for-cause inspections upon
the request of SAMHSA.

(3) Accreditation decisions shall be
fully consistent with the policies and
procedures submitted as part of the ap-
proved accreditation body application.

(b) Response to noncompliant programs.
(1) If an accreditation body receives or
discovers information that suggests
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that an OTP is not meeting Federal
opioid treatment standards, or if sur-
vey of the OTP by the accreditation
body otherwise demonstrates one or
more deficiencies in the OTP, the ac-
creditation body shall as appropriate
either require and monitor corrective
action or shall suspend or revoke ac-
creditation of the OTP, as appropriate
based on the significance of the defi-
ciencies.

(i) Accreditation bodies shall either
not accredit or shall revoke the accred-
itation of any OTP that substantially
fails to meet the Federal opioid treat-
ment standards.

(ii) Accreditation bodies shall notify
SAMHSA as soon as possible but in no
case longer than 48 hours after becom-
ing aware of any practice or condition
in an OTP that may pose a serious risk
to public health or safety or patient
care.

(iii) If an accreditation body deter-
mines that an OTP is substantially
meeting the Federal opioid treatment
standards, but is not meeting one or
more accreditation elements, the ac-
creditation body shall determine the
necessary corrective measures to be
taken by the OTP, establish a schedule
for implementation of such measures,
and notify the OTP in writing that it
must implement such measures within
the specified schedule in order to en-
sure continued accreditation. The ac-
creditation body shall verify that the
necessary steps are taken by the OTP
within the schedule specified and that
all accreditation elements are being
substantially met or will be substan-
tially met.

(2) Nothing in this part shall prevent
accreditation bodies from granting ac-
creditation, contingent on promised
programmatic or performance changes,
to OTPs with less substantial viola-
tions. Such accreditation shall not ex-
ceed 12 months. OTPs that have been
granted such accreditation must have
their accreditation revoked if they fail
to make changes to receive uncondi-
tional accreditation upon resurvey or
reinspection.

(c) Recordkeeping. (1) Accreditation
bodies shall maintain records of their
accreditation activities for at least 5
years from the creation of the record.
Such records must contain sufficient
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detail to support each accreditation de-
cision made by the accreditation body.

(2) Accreditation bodies shall estab-
lish procedures to protect confidential
information collected or received in
their role as accreditation bodies that
are consistent with, and that are de-
signed to ensure compliance with, all
Federal and State laws, including 42
CFR part 2.

(i) Information collected or received
for the purpose of carrying out accredi-
tation body responsibilities shall not
be used for any other purpose or dis-
closed, other than to SAMHSA or its
duly designated representatives, unless
otherwise required by law or with the
consent of the OTP.

(ii) Nonpublic information that
SAMHSA shares with the accreditation
body concerning an OTP shall not be
further disclosed except with the writ-
ten permission of SAMHSA.

(d) Reporting. (1) Accreditation bodies
shall provide to SAMHSA any docu-
ments and information requested by
SAMHSA within 5 days of receipt of
the request.

(2) Accreditation bodies shall make a
summary of the results of each accredi-
tation survey available to SAMHSA
upon request. Such summaries shall
contain sufficient detail to justify the
accreditation action taken.

(3) Accreditation bodies shall provide
SAMHSA upon request a list of each
OTP surveyed and the identity of all
individuals involved in the conduct and
reporting of survey results.

(4) Accreditation bodies shall submit
to SAMHSA the name of each OTP for
which the accreditation body accredits
conditionally, denies, suspends, or re-
vokes accreditation, and the basis for
the action, within 48 hours of the ac-
tion.

(5) Notwithstanding any reports
made to SAMHSA under paragraphs
(d)(1) through (d)(4) of this section,
each accreditation body shall submit
to SAMHSA semiannually, on January
15 and July 15 of each calendar year, a
report consisting of a summary of the
results of each accreditation survey
conducted in the past year. The sum-
mary shall contain sufficient detail to
justify each accreditation action
taken.
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(6) All reporting requirements listed
in this section shall be provided to
SAMHSA at the address specified in
§8.3(b).

(e) Complaint response. Accreditation
bodies shall have policies and proce-
dures to respond to complaints from
SAMHSA, patients, facility staff, and
others, within a reasonable period of
time but not more than 5 days of the
receipt of the complaint. Accreditation
bodies shall also agree to notify
SAMHSA within 48 hours of receipt of
a complaint and keep SAMHSA in-
formed of all aspects of the response to
the complaint.

(f) Modifications of accreditation ele-
ments. Accreditation bodies shall ob-
tain SAMHSA’s authorization prior to
making any substantive (i.e., nonedi-
torial) change in accreditation ele-
ments.

(g) Conflicts of interest. The accredita-
tion body shall maintain and apply
policies and procedures that SAMHSA
has approved in accordance with §8.3 to
reduce the possibility of actual conflict
of interest, or the appearance of a con-
flict of interest, on the part of individ-
uals who act on behalf of the accredita-
tion body. Individuals who participate
in accreditation surveys or otherwise
participate in the accreditation deci-
sion or an appeal of the accreditation
decision, as well as their spouses and
minor children, shall not have a finan-
cial interest in the OTP that is the
subject of the accreditation survey or
decision.

(h) Accreditation teams. (1) An accredi-
tation body survey team shall consist
of healthcare professionals with exper-
tise in drug abuse treatment and, in
particular, opioid treatment. The ac-
creditation body shall consider factors
such as the size of the OTP, the antici-
pated number of problems, and the
OTP’s accreditation history, in deter-
mining the composition of the team.
At a minimum, survey teams shall con-
sist of at least two healthcare profes-
sionals whose combined expertise in-
cludes:

(i) The dispensing and administration
of drugs subject to control under the
Controlled Substances Act (21 U.S.C.
801 et seq.);

(ii) Medical issues relating to the
dosing and administration of opioid
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agonist treatment medications for the
treatment of opioid addiction;

(iii) Psychosocial counseling of indi-
viduals undergoing opioid treatment;
and

(iv) Organizational and administra-
tive 1issues associated with opioid
treatment programs.

(2) Members of the accreditation
team must be able to recuse them-
selves at any time from any survey in
which either they or the OTP believes
there is an actual conflict of interest
or the appearance of a conflict of inter-
est.

(i) Accreditation fees. Fees charged to
OTPs for accreditation shall be reason-
able. SAMHSA generally will find fees
to be reasonable if the fees are limited
to recovering costs to the accreditation
body, including overhead incurred. Ac-
creditation body activities that are not
related to accreditation functions are
not recoverable through fees estab-
lished for accreditation.

(1) The accreditation body shall
make public its fee structure, includ-
ing those factors, if any, contributing
to variations in fees for different OTPs.

(2) At SAMHSA’s request, accredita-
tion bodies shall provide to SAMHSA
financial records or other materials, in
a manner specified by SAMHSA, to as-
sist in assessing the reasonableness of
accreditation body fees.

§8.5 Periodic evaluation of accredita-
tion bodies.

SAMHSA will evaluate periodically
the performance of accreditation bod-
ies primarily by inspecting a selected
sample of the OTPs accredited by the
accrediting body and by evaluating the
accreditation body’s reports of surveys
conducted, to determine whether the
OTPs surveyed and accredited by the
accreditation body are in compliance
with the Federal opioid treatment
standards. The evaluation will include
a determination of whether there are
major deficiencies in the accreditation
body’s performance that, if not cor-
rected, would warrant withdrawal of
the approval of the accreditation body
under §8.6.
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§8.6 Withdrawal of approval of accred-
itation bodies.

If SAMHSA determines that an ac-
creditation body is not in substantial
compliance with this subpart,
SAMHSA shall take appropriate action
as follows:

(a) Major deficiencies. If SAMHSA de-
termines that the accreditation body
has a major deficiency, such as com-
mission of fraud, material false state-
ment, failure to perform a major ac-
creditation function satisfactorily, or
significant noncompliance with the re-
quirements of this subpart, SAMHSA
shall withdraw approval of that accred-
itation body.

(1) In the event of a major deficiency,
SAMHSA shall notify the accreditation
body of the agency’s action and the
grounds on which the approval was
withdrawn.

(2) An accreditation body that has
lost its approval shall notify each OTP
that has been accredited or is seeking
accreditation that the accreditation
body’s approval has been withdrawn.
Such notification shall be made within
a time period and in a manner ap-
proved by SAMHSA.

(b) Minor deficiencies. If SAMHSA de-
termines that the accreditation body
has minor deficiencies in the perform-
ance of an accreditation function, that
are less serious or more limited than
the types of deficiencies described in
paragraph (a) of this section, SAMHSA
will notify the body that it has 90 days
to submit to SAMHSA a plan of correc-
tive action. The plan must include a
summary of corrective actions and a
schedule for their implementation.
SAMHSA may place the body on proba-
tionary status for a period of time de-
termined by SAMHSA, or may with-
draw approval of the body if corrective
action is not taken.

(1) If SAMHSA places an accredita-
tion body on probationary status, the
body shall notify all OTPs that have
been accredited, or that are seeking ac-
creditation, of the accreditation body’s
probationary status within a time pe-
riod and in a manner approved by
SAMHSA.

(2) Probationary status will remain
in effect until such time as the body
can demonstrate to the satisfaction of
SAMHSA that it has successfully im-
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plemented or is implementing the cor-
rective action plan within the estab-
lished schedule, and the corrective ac-
tions taken have substantially elimi-
nated all identified problems.

(3) If SAMHSA determines that an
accreditation body that has been
placed on probationary status is not
implementing corrective actions satis-
factorily or within the established
schedule, SAMHSA may withdraw ap-
proval of the accreditation body. The
accreditation body shall notify all
OTPs that have been accredited, or are
seeking accreditation, of the accredita-
tion body’s loss of SAMHSA approval
within a time period and in a manner
approved by SAMHSA.

(¢) Reapplication. (1) An accreditation
body that has had its approval with-
drawn may submit a new application
for approval if the body can provide in-
formation to SAMHSA to establish
that the problems that were grounds
for withdrawal of approval have been
resolved.

(2) If SAMHSA determines that the
new application demonstrates that the
body satisfactorily has addressed the
causes of its previous unacceptable per-
formance, SAMHSA may reinstate ap-
proval of the accreditation body.

(3) SAMHSA may request additional
information or establish additional
conditions that must be met before
SAMHSA approves the reapplication.

(4) SAMHSA may refuse to accept an
application from a former accredita-
tion body whose approval was with-
drawn because of fraud, material false
statement, or willful disregard of pub-
lic health.

(d) Hearings. An opportunity to chal-
lenge an adverse action taken regard-
ing withdrawal of approval of an ac-
creditation body shall be addressed
through the relevant procedures set
forth in subpart C of this part, except
that the procedures in §8.28 for expe-
dited review of an immediate suspen-
sion would not apply to an accredita-
tion body that has been notified under
paragraph (a) or (b) of this section of
the withdrawal of its approval.
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Subpart B—Certification and
Treatment Standards

§8.11 Opioid treatment program -cer-
tification.

(a) General. (1) An OTP must be the
subject of a current, valid certification
from SAMHSA to be considered quali-
fied by the Secretary under section
303(g)(1) of the Controlled Substances
Act (21 U.S.C. 823(g)(1)) to dispense
opioid drugs in the treatment of opioid
addiction. An OTP must be determined
to be qualified under section 303(g)(1) of
the Controlled Substances Act, and
must be determined to be qualified by
the Attorney General under section
303(g)(1), to be registered by the Attor-
ney General to dispense opioid agonist
treatment medications to individuals
for treatment of opioid addiction.

(2) To obtain certification from
SAMHSA, an OTP must meet the Fed-
eral opioid treatment standards in
§8.12, must be the subject of a current,
valid accreditation by an accreditation
body or other entity designated by
SAMHSA, and must comply with any
other conditions for certification es-
tablished by SAMHSA.

(3) Certification shall be granted for
a term not to exceed 3 years, except
that certification may be extended dur-
ing the third year if an application for
accreditation is pending.

(b) Application for certification. Three
copies of an application for certifi-
cation must be submitted by the OTP
to the address identified in §8.3(b).
SAMHSA will consider and accept the
electronic submission of these mate-
rials when electronic submission sys-
tems are developed and available. The
application for certification shall in-
clude:

(1) A description of the current ac-
creditation status of the OTP;

(2) A description of the organiza-
tional structure of the OTP;

(3) The names of the persons respon-
sible for the OTP;

(4) The addresses of the OTP and of
each medication unit or other facility
under the control of the OTP;

(5) The sources of funding for the
OTP and the name and address of each
governmental entity that provides
such funding; and
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(6) A statement that the OTP will
comply with the conditions of certifi-
cation set forth in paragraph (f) of this
section.

(7) The application shall be signed by
the program sponsor who shall certify
that the information submitted in the
application is truthful and accurate.

(c) Action on application. (1) Following
SAMHSA’s receipt of an application for
certification of an OTP, and after con-
sultation with the appropriate State
authority regarding the qualifications
of the applicant, SAMHSA may grant
the application for -certification, or
renew an existing certification, if
SAMHSA determines that the OTP has
satisfied the requirements for certifi-
cation or renewal of certification.

(2) SAMHSA may deny the applica-
tion if SAMHSA determines that:

(i) The application for certification is
deficient in any respect;

(ii) The OTP will not be operated in
accordance with the Federal opioid
treatment standards established under
§8.12;

(iii) The OTP will not permit an in-
spection or a survey to proceed, or will
not permit in a timely manner access
to relevant records or information; or

(iv) The OTP has made misrepresen-
tations in obtaining accreditation or in
applying for certification.

(3) Within 5 days after it reaches a
final determination that an OTP meets
the requirements for certification,
SAMHSA will notify the Drug Enforce-
ment Administration (DEA) that the
OTP has been determined to be quali-
fied to provide opioid treatment under
section 303(g)(1) of the Controlled Sub-
stances Act.

(d) Transitional certification. OTPs
that before May 18, 2001 were the sub-
ject of a current, valid approval by
FDA under 21 CFR, part 291 (contained
in the 21 CFR parts 200 to 299 edition,
revised as of July 1, 2000), are deemed
to be the subject of a current valid cer-
tification for purposes of paragraph
(a)(11) of this section. Such ‘‘transi-
tional certification” will expire on Au-
gust 17, 2001 unless the OTP submits
the information required by paragraph
(b) of this section to SAMHSA on or be-
fore August 17, 2001. In addition to this
application, OTPs must certify with a
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written statement signed by the pro-
gram sponsor, that they will apply for
accreditation within 90 days of the date
SAMHSA approves the second accredi-
tation body. Transitional certification,
in that case, will expire on May 19,
2003. SAMHSA may extend the transi-
tional certification of an OTP for up to
one additional year provided the OTP
demonstrates that it has applied for ac-
creditation, that an accreditation sur-
vey has taken place or is scheduled to
take place, and that an accreditation
decision is expected within a reason-
able period of time (e.g., within 90 days
from the date of survey). Transitional
certification under this section may be
suspended or revoked in accordance
with §8.14.

(e) Provisional certification. (1) OTPs
that have no current certification from
SAMHSA, but have applied for accredi-
tation with an accreditation body, are
eligible to receive a provisional certifi-
cation for up to 1 year. To receive a
provisional certification, an OTP shall
submit the information required by
paragraph (b) of this section to
SAMHSA along with a statement iden-
tifying the accreditation body to which
the OTP has applied for accreditation,
the date on which the OTP applied for
accreditation, the dates of any accredi-
tation surveys that have taken place or
are expected to take place, and the ex-
pected schedule for completing the ac-
creditation process. A provisional cer-
tification for up to 1 year will be grant-
ed, following receipt of the information
described in this paragraph, unless
SAMHSA determines that patient
health would be adversely affected by
the granting of provisional certifi-
cation.

(2) An extension of provisional cer-
tification may be granted in extraor-
dinary circumstances or otherwise to
protect public health. To apply for a 90-
day extension of provisional certifi-
cation, an OTP shall submit to
SAMHSA a statement explaining its ef-
forts to obtain accreditation and a
schedule for obtaining accreditation as
expeditiously as possible.

(f) Conditions for certification. (1) OTPs
shall comply with all pertinent State
laws and regulations. Nothing in this
part is intended to limit the authority
of State and, as appropriate, local gov-
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ernmental entities to regulate the use
of opioid drugs in the treatment of
opioid addiction. The provisions of this
section requiring compliance with re-
quirements imposed by State law, or
the submission of applications or re-
ports required by the State authority,
do not apply to OTPs operated directly
by the Department of Veterans Affairs,
the Indian Health Service, or any other
department or agency of the United
States. Federal agencies operating
OTPs have agreed to cooperate volun-
tarily with State agencies by granting
permission on an informal basis for
designated State representatives to
visit Federal OTPs and by furnishing a
copy of Federal reports to the State
authority, including the reports re-
quired under this section.

(2) OTPs shall allow, in accordance
with Federal controlled substances
laws and Federal confidentiality laws,
inspections and surveys by duly au-
thorized employees of SAMHSA, by ac-
creditation bodies, by the DEA, and by
authorized employees of any relevant
State or Federal governmental author-
ity.

(3) Disclosure of patient records
maintained by an OTP is governed by
the provisions of 42 CFR part 2, and
every program must comply with that
part. Records on the receipt, storage,
and distribution of opioid agonist
treatment medications are also subject
to inspection under Federal controlled
substances laws and under the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 321 et seq.). Federally-sponsored
treatment programs are subject to ap-
plicable Federal confidentiality stat-
utes.

(4) A treatment program or medica-
tion unit or any part thereof, including
any facility or any individual, shall
permit a duly authorized employee of
SAMHSA to have access to and to copy
all records on the use of opioid drugs in
accordance with the provisions of 42
CFR part 2.

(6) OTPs shall notify SAMHSA with-
in 3 weeks of any replacement or other
change in the status of the program
sponsor or medical director.

(6) OTPs shall comply with all regu-
lations enforced by the DEA under 21
CFR chapter II, and must be registered
by the DEA before administering or
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dispensing opioid agonist treatment
medications.

(7) OTPs must operate in accordance
with Federal opioid treatment stand-
ards and approved accreditation ele-
ments.

(g) Conditions for interim maintenance
treatment program approval. (1) Before a
public or nonprofit private OTP may
provide interim maintenance treat-
ment, the program must receive the
approval of both SAMHSA and the
chief public health officer of the State
in which the OTP operates.

(2) Before SAMHSA may grant such
approval, the OTP must provide
SAMHSA with documentation from the
chief public health officer of the State
in which the OTP operates dem-
onstrating that:

(i) Such officer does not object to the
providing of interim maintenance
treatment in the State;

(ii) The OTP seeking to provide such
treatment is unable to place patients
in a public or nonprofit private com-
prehensive treatment program within a
reasonable geographic area within 14
days of the time patients seek admis-
sion to such programs;

(iii) The authorization of the OTP to
provide interim maintenance treat-
ment will not otherwise reduce the ca-
pacity of comprehensive maintenance
treatment programs in the State to
admit individuals (relative to the date
on which such officer so certifies); and

(iv) The State certifies that each in-
dividual enrolled in interim mainte-
nance treatment will be transferred to
a comprehensive maintenance treat-
ment program no later than 120 days
from the date on which each individual
first requested treatment, as provided
in section 1923 of the Public Health
Service Act (21 U.S.C. 300x-23).

(3) SAMHSA will provide notice to
the OTP denying or approving the re-
quest to provide interim maintenance
treatment. The OTP shall not provide
such treatment until it has received
such notice from SAMHSA.

(h) Eremptions. An OTP may, at the
time of application for certification or
any time thereafter, request from
SAMHSA exemption from the regu-
latory requirements set forth under
this section and §8.12. An example of a
case in which an exemption might be
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granted would be for a private practi-
tioner who wishes to treat a limited
number of patients in a non-metropoli-
tan area with few physicians and no re-
habilitative services geographically ac-
cessible and requests exemption from
some of the staffing and service stand-
ards. The OTP shall support the ration-
ale for the exemption with thorough
documentation, to be supplied in an ap-
pendix to the initial application for
certification or in a separate submis-
sion. SAMHSA will approve or deny
such exemptions at the time of applica-
tion, or any time thereafter, if appro-
priate. SAMHSA shall consult with the
appropriate State authority prior to
taking action on an exemption request.

(1) Medication units, long-term care fa-
cilities and hospitals. (1) Certified OTPs
may establish medication units that
are authorized to dispense opioid
agonist treatment medications for ob-
served ingestion. Before establishing a
medication unit, a certified OTP must
notify SAMHSA by submitting form
SMA-162. The OTP must also comply
with the provisions of 21 CFR part 1300
before establishing a medication unit.
Medication units shall comply with all
pertinent state laws and regulations.

(2) Certification as an OTP under this
part will not be required for the main-
tenance or detoxification treatment of
a patient who is admitted to a hospital
or long-term care facility for the treat-
ment of medical conditions other than
opiate addiction and who requires
maintenance or detoxification treat-
ment during the period of his or her
stay in that hospital or long-term care
facility. The terms ‘hospital” and
“long-term care facility” as used in
this section are to have the meaning
that is assigned under the law of the
State in which the treatment is being
provided. Nothing in this section is in-
tended to relieve hospitals and long-
term care facilities from the obligation
to obtain registration from the Attor-
ney General, as appropriate, under sec-
tion 303(g) of the Controlled Substances
Act.

[66 FR 4090, Jan. 17, 2001, as amended at 66
FR 15347, Mar. 19, 2001]
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§8.12 Federal opioid treatment stand-
ards.

(a) General. OTPs must provide treat-
ment in accordance with the standards
in this section and must comply with
these standards as a condition of cer-
tification.

(b) Administrative and organizational
structure. An OTP’s organizational
structure and facilities shall be ade-
quate to ensure quality patient care
and to meet the requirements of all
pertinent Federal, State, and local
laws and regulations. At a minimum,
each OTP shall formally designate a
program sponsor and medical director.
The program sponsor shall agree on be-
half of the OTP to adhere to all re-
quirements set forth in this part and
any regulations regarding the use of
opioid agonist treatment medications
in the treatment of opioid addiction
which may be promulgated in the fu-
ture. The medical director shall as-
sume responsibility for administering
all medical services performed by the
OTP. In addition, the medical director
shall be responsible for ensuring that
the OTP is in compliance with all ap-
plicable Federal, State, and local laws
and regulations.

(c) Continuous quality improvement. (1)
An OTP must maintain current quality
assurance and quality control plans
that include, among other things, an-
nual reviews of program policies and
procedures and ongoing assessment of
patient outcomes.

(2) An OTP must maintain a current
“Diversion Control Plan” or ‘“DCP” as
part of its quality assurance program
that contains specific measures to re-
duce the possibility of diversion of con-
trolled substances from Ilegitimate
treatment use and that assigns specific
responsibility to the medical and ad-
ministrative staff of the OTP for car-
rying out the diversion control meas-
ures and functions described in the
DCP.

(d) Staff credentials. Each person en-
gaged in the treatment of opioid addic-
tion must have sufficient education,
training, and experience, or any com-
bination thereof, to enable that person
to perform the assigned functions. All
physicians, nurses, and other licensed
professional care providers, including
addiction counselors, must comply
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with the credentialing requirements of
their respective professions.

(e) Patient admission criteria—(1)
Maintenance treatment. An OTP shall
maintain current procedures designed
to ensure that patients are admitted to
maintenance treatment by qualified
personnel who have determined, using
accepted medical criteria such as those
listed in the Diagnostic and Statistical
Manual for Mental Disorders (DSM-1IV),
that the person is currently addicted to
an opioid drug, and that the person be-
came addicted at least 1 year before ad-
mission for treatment. In addition, a
program physician shall ensure that
each patient voluntarily chooses main-
tenance treatment and that all rel-
evant facts concerning the use of the
opioid drug are clearly and adequately
explained to the patient, and that each
patient provides informed written con-
sent to treatment.

(2) Maintenance treatment for persons
under age 18. A person under 18 years of
age is required to have had two docu-
mented unsuccessful attempts at short-
term detoxification or drug-free treat-
ment within a 12-month period to be el-
igible for maintenance treatment. No
person under 18 years of age may be ad-
mitted to maintenance treatment un-
less a parent, legal guardian, or respon-
sible adult designated by the relevant
State authority consents in writing to
such treatment.

(3) Maintenance treatment admission
exceptions. If clinically appropriate, the
program physician may waive the re-
quirement of a 1-year history of addic-
tion under paragraph (e)(1) of this sec-
tion, for patients released from penal
institutions (within 6 months after re-
lease), for pregnant patients (program
physician must certify pregnancy), and
for previously treated patients (up to 2
years after discharge).

(4) Detoxification treatment. An OTP
shall maintain current procedures that
are designed to ensure that patients
are admitted to short- or long-term de-
toxification treatment by qualified
personnel, such as a program physi-
cian, who determines that such treat-
ment is appropriate for the specific pa-
tient by applying established diag-
nostic criteria. Patients with two or
more unsuccessful detoxification epi-
sodes within a 12-month period must be
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assessed by the OTP physician for
other forms of treatment. A program
shall not admit a patient for more than
two detoxification treatment episodes
in one year.

(f) Required services.(1) General. OTPs
shall provide adequate medical, coun-
seling, vocational, educational, and
other assessment and treatment serv-
ices. These services must be available
at the primary facility, except where
the program sponsor has entered into a
formal, documented agreement with a
private or public agency, organization,
practitioner, or institution to provide
these services to patients enrolled in
the OTP. The program sponsor, in any
event, must be able to document that
these services are fully and reasonably
available to patients.

(2) Initial medical examination services.
OTPs shall require each patient to un-
dergo a complete, fully documented
physical evaluation by a program phy-
sician or a primary care physician, or
an authorized healthcare professional
under the supervision of a program
physician, before admission to the
OTP. The full medical examination, in-
cluding the results of serology and
other tests, must be completed within
14 days following admission.

(3) Special services for pregnant pa-
tients. OTPs must maintain current
policies and procedures that reflect the
special needs of patients who are preg-
nant. Prenatal care and other gender
specific services or pregnant patients
must be provided either by the OTP or
by referral to appropriate healthcare
providers.

(4) Initial and periodic assessment serv-
ices. Bach patient accepted for treat-
ment at an OTP shall be assessed ini-
tially and periodically by qualified per-
sonnel to determine the most appro-
priate combination of services and
treatment. The initial assessment
must include preparation of a treat-
ment plan that includes the patient’s
short-term goals and the tasks the pa-
tient must perform to complete the
short-term goals; the patient’s require-
ments for education, vocational reha-
bilitation, and employment; and the
medical, psychosocial, economic, legal,
or other supportive services that a pa-
tient needs. The treatment plan also
must identify the frequency with which

99

§8.12

these services are to be provided. The
plan must be reviewed and updated to
reflect that patient’s personal history,
his or her current needs for medical,
social, and psychological services, and
his or her current needs for education,
vocational rehabilitation, and employ-
ment services.

(5) Counseling services. (i) OTPs must
provide adequate substance abuse
counseling to each patient as clinically
necessary. This counseling shall be pro-
vided by a program counselor, qualified
by education, training, or experience to
assess the psychological and socio-
logical background of patients, to con-
tribute to the appropriate treatment
plan for the patient and to monitor pa-
tient progress.

(ii) OTPs must provide counseling on
preventing exposure to, and the trans-
mission of, human immunodeficiency
virus (HIV) disease for each patient ad-
mitted or readmitted to maintenance
or detoxification treatment.

(iii) OTPs must provide directly, or
through referral to adequate and rea-
sonably accessible community re-
sources, vocational rehabilitation, edu-
cation, and employment services for
patients who either request such serv-
ices or who have been determined by
the program staff to be in need of such
services.

(6) Drug abuse testing services. OTPs
must provide adequate testing or anal-
ysis for drugs of abuse, including at
least eight random drug abuse tests per
year, per patient in maintenance treat-
ment, in accordance with generally ac-
cepted clinical practice. For patients
in short-term detoxification treat-
ment, the OTP shall perform at least
one initial drug abuse test. For pa-
tients receiving long-term detoxifica-
tion treatment, the program shall per-
form initial and monthly random tests
on each patient.

(g8) Recordkeeping and patient confiden-
tiality. (1) OTPs shall establish and
maintain a recordkeeping system that
is adequate to document and monitor
patient care. This system is required to
comply with all Federal and State re-
porting requirements relevant to
opioid drugs approved for use in treat-
ment of opioid addiction. All records
are required to be kept confidential in
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accordance with all applicable Federal
and State requirements.

(2) OTPs shall include, as an essential
part of the recordkeeping system, doc-
umentation in each patient’s record
that the OTP made a good faith effort
to review whether or not the patient is
enrolled any other OTP. A patient en-
rolled in an OTP shall not be permitted
to obtain treatment in any other OTP
except in exceptional circumstances. If
the medical director or program physi-
cian of the OTP in which the patient is
enrolled determines that such excep-
tional circumstances exist, the patient
may be granted permission to seek
treatment at another OTP, provided
the justification for finding excep-
tional circumstances is noted in the
patient’s record both at the OTP in
which the patient is enrolled and at the
OTP that will provide the treatment.

(h) Medication administration, dis-
pensing, and use. (1) OTPs must ensure
that opioid agonist treatment medica-
tions are administered or dispensed
only by a practitioner licensed under
the appropriate State law and reg-
istered under the appropriate State and
Federal laws to administer or dispense
opioid drugs, or by an agent of such a
practitioner, supervised by and under
the order of the licensed practitioner.
This agent is required to be a phar-
macist, registered nurse, or licensed
practical nurse, or any other
healthcare professional authorized by
Federal and State law to administer or
dispense opioid drugs.

(2) OTPs shall use only those opioid
agonist treatment medications that
are approved by the Food and Drug Ad-
ministration under section 505 of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 355) for use in the treatment
of opioid addiction. In addition, OTPs
who are fully compliant with the pro-
tocol of an investigational use of a
drug and other conditions set forth in
the application may administer a drug
that has been authorized by the Food
and Drug Administration under an in-
vestigational new drug application
under section 505(i) of the Federal
Food, Drug, and Cosmetic Act for in-
vestigational use in the treatment of
opioid addiction. Currently the fol-
lowing opioid agonist treatment medi-
cations will be considered to be ap-
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proved by the Food and Drug Adminis-
tration for use in the treatment of
opioid addiction:

(i) Methadone;

(ii) Levomethadyl acetate (LAAM);
and

(iii) Buprenorphine and
buprenorphine combination products
that have been approved for use in the
treatment of opioid addiction.

(3) OTPs shall maintain current pro-
cedures that are adequate to ensure
that the following dosage form and ini-
tial dosing requirements are met:

(i) Methadone shall be administered
or dispensed only in oral form and shall
be formulated in such a way as to re-
duce its potential for parenteral abuse.

(ii) For each new patient enrolled in
a program, the initial dose of metha-
done shall not exceed 30 milligrams and
the total dose for the first day shall
not exceed 40 milligrams, unless the
program physician documents in the
patient’s record that 40 milligrams did
not suppress opiate abstinence symp-
toms.

(4) OTPs shall maintain current pro-
cedures adequate to ensure that each
opioid agonist treatment medication
used by the program is administered
and dispensed in accordance with its
approved product labeling. Dosing and
administration decisions shall be made
by a program physician familiar with
the most up-to-date product labeling.
These procedures must ensure that any
significant deviations from the ap-
proved labeling, including deviations
with regard to dose, frequency, or the
conditions of use described in the ap-
proved labeling, are specifically docu-
mented in the patient’s record.

(1) Unsupervised or ‘‘take-home’ use.
To limit the potential for diversion of
opioid agonist treatment medications
to the illicit market, opioid agonist
treatment medications dispensed to pa-
tients for unsupervised use shall be
subject to the following requirements.

(1) Any patient in comprehensive
maintenance treatment may receive a
single take-home dose for a day that
the clinic is closed for business, includ-
ing Sundays and State and Federal
holidays.

(2) Treatment program decisions on
dispensing opioid treatment medica-
tions to patients for unsupervised use
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beyond that set forth in paragraph
(i)(1) of this section, shall be deter-
mined by the medical director. In de-
termining which patients may be per-
mitted unsupervised use, the medical
director shall consider the following
take-home criteria in determining
whether a patient is responsible in han-
dling opioid drugs for unsupervised use.

(1) Absence of recent abuse of drugs
(opioid or nonnarcotic), including alco-
hol;

(ii) Regularity of clinic attendance;

(iii) Absence of serious behavioral
problems at the clinic;

(iv) Absence of known recent crimi-
nal activity, e.g., drug dealing;

(v) Stability of the patient’s home
environment and social relationships;

(vi) Length of time in comprehensive
maintenance treatment;

(vii) Assurance that take-home medi-
cation can be safely stored within the
patient’s home; and

(viii) Whether the rehabilitative ben-
efit the patient derived from decreas-
ing the frequency of clinic attendance
outweighs the potential risks of diver-
sion.

(3) Such determinations and the basis
for such determinations consistent
with the criteria outlined in paragraph
(i)(2) of this section shall be docu-
mented in the patient’s medical record.
If it is determined that a patient is re-
sponsible in handling opioid drugs, the
dispensing restrictions set forth in
paragraphs (i)(3)(i) through (vi) of this
section apply. The dispensing restric-
tions set forth in paragraphs (i)(3)(1)
through (vi) of this section do not
apply to buprenorphine and
buprenorphine products listed under
paragraph (h)(2)(iii) of this section.

(4) No medications shall be dispensed
to patients in short-term detoxifica-
tion treatment or interim maintenance
treatment for unsupervised or take-
home use.

(5) OTPs must maintain current pro-
cedures adequate to identify the theft
or diversion of take-home medications,
including labeling containers with the
OTP’s name, address, and telephone
number. Programs also must ensure
that take-home supplies are packaged
in a manner that is designed to reduce
the risk of accidental ingestion, includ-
ing child-proof containers (see Poison
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Prevention Packaging Act, Public Law
91-601 (15 U.S.C. 1471 et seq.)).

(j) Interim maintenance treatment. (1)
The program sponsor of a public or
nonprofit private OTP may place an in-
dividual, who is eligible for admission
to comprehensive maintenance treat-
ment, in interim maintenance treat-
ment if the individual cannot be placed
in a public or nonprofit private com-
prehensive program within a reason-
able geographic area and within 14 days
of the individual’s application for ad-
mission to comprehensive maintenance
treatment. An initial and at least two
other urine screens shall be taken from
interim patients during the maximum
of 120 days permitted for such treat-
ment. A program shall establish and
follow reasonable criteria for estab-
lishing priorities for transferring pa-
tients from interim maintenance to
comprehensive maintenance treat-
ment. These transfer criteria shall be
in writing and shall include, at a min-
imum, a preference for pregnant
women in admitting patients to in-
terim maintenance and in transferring
patients from interim maintenance to
comprehensive maintenance treat-
ment. Interim maintenance shall be
provided in a manner consistent with
all applicable Federal and State laws,
including sections 1923, 1927(a), and 1976
of the Public Health Service Act (21
U.S.C. 300x-23, 300x-27(a), and 300y-11).

(2) The program shall notify the
State health officer when a patient be-
gins interim maintenance treatment,
when a patient leaves interim mainte-
nance treatment, and before the date of
mandatory transfer to a comprehensive
program, and shall document such no-
tifications.

(3) SAMHSA may revoke the interim
maintenance authorization for pro-
grams that fail to comply with the pro-
visions of this paragraph (j). Likewise,
SAMHSA will consider revoking the in-
terim maintenance authorization of a
program if the State in which the pro-
gram operates is not in compliance
with the provisions of §8.11(g).

(4) All requirements for comprehen-
sive maintenance treatment apply to
interim maintenance treatment with
the following exceptions:
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(i) The opioid agonist treatment
medication is required to be adminis-
tered daily under observation;

(ii) Unsupervised or ‘‘take-home’ use
is not allowed;

(iii) An initial treatment plan and
periodic treatment plan evaluations
are not required;

(iv) A primary counselor is not re-
quired to be assigned to the patient;

(v) Interim maintenance cannot be
provided for longer than 120 days in
any 12-month period; and

(vi) Rehabilitative, education, and
other counseling services described in
paragraphs (f)(4), (£)(6)(1), and (£)(5)(iii)
of this section are not required to be
provided to the patient.

[66 FR 4090, Jan. 17, 2001, as amended at 68
FR 27939, May 22, 2003; 77 FR 72761, Dec. 6,
2012]

§8.13 Revocation of accreditation and
accreditation body approval.

(a) SAMHSA action following revoca-
tion of accreditation. If an accreditation
body revokes an OTP’s accreditation,
SAMHSA may conduct an investiga-
tion into the reasons for the revoca-
tion. Following such investigation,
SAMHSA may determine that the
OTP’s certification should no longer be
in effect, at which time SAMHSA will
initiate procedures to revoke the facili-
ty’s certification in accordance with
§8.14. Alternatively, SAMHSA may de-
termine that another action or com-
bination of actions would better serve
the public health, including the estab-
lishment and implementation of a cor-
rective plan of action that will permit
the certification to continue in effect
while the OTP seeks reaccreditation.

(b) Accreditation body approval. (1) If
SAMHSA withdraws the approval of an
accreditation body under §8.6, the cer-
tifications of OTPs accredited by such
body shall remain in effect for a period
of 1 year after the date of withdrawal
of approval of the accreditation body,
unless SAMHSA determines that to
protect public health or safety, or be-
cause the accreditation body fraudu-
lently accredited treatment programs,
the certifications of some or all of the
programs should be revoked or sus-
pended or that a shorter time period
should be established for the certifi-
cations to remain in effect. SAMHSA
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may extend the time in which a certifi-
cation remains in effect under this
paragraph on a case-by-case basis.

(2) Within 1 year from the date of
withdrawal of approval of an accredita-
tion body, or within any shorter period
of time established by SAMHSA, OTPs
currently accredited by the accredita-
tion body must obtain accreditation
from another accreditation body.
SAMHSA may extend the time period
for obtaining reaccreditation on a case-
by-case basis.

§8.14 Suspension or revocation of cer-
tification.

(a) Revocation. Except as provided in
paragraph (b) of this section, SAMHSA
may revoke the certification of an OTP
if SAMHSA finds, after providing the
program sponsor with notice and an op-
portunity for a hearing in accordance
with subpart C of this part, that the
program sponsor, or any employee of
the OTP:

(1) Has been found guilty of misrepre-
sentation in obtaining the certifi-
cation;

(2) Has failed to comply with the Fed-
eral opioid treatment standards in any
respect;

(3) Has failed to comply with reason-
able requests from SAMHSA or from an
accreditation body for records, infor-
mation, reports, or materials that are
necessary to determine the continued
eligibility of the OTP for certification
or continued compliance with the Fed-
eral opioid treatment standards; or

(4) Has refused a reasonable request
of a duly designated SAMHSA inspec-
tor, Drug Enforcement Administration
(DEA) Inspector, State Inspector, or
accreditation body representative for
permission to inspect the program or
the program’s operations or its records.

(b) Suspension. Whenever SAMHSA
has reason to believe that revocation
may be required and that immediate
action is necessary to protect public
health or safety, SAMHSA may imme-
diately suspend the certification of an
OTP before holding a hearing under
subpart C of this part. SAMHSA may
immediately suspend as well as propose
revocation of the certification of an
OTP before holding a hearing under
subpart C of this part if SAMHSA
makes a finding described in paragraph
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(a) of this section and also determines
that:

(1) The failure to comply with the
Federal opioid treatment standards
presents an imminent danger to the
public health or safety;

(2) The refusal to permit inspection
makes immediate suspension nec-
essary; or

(3) There is reason to believe that the
failure to comply with the Federal
opioid treatment standards was inten-
tional or was associated with fraud.

(c) Written notification. In the event
that SAMHSA suspends the certifi-
cation of an OTP in accordance with
paragraph (b) of this section or pro-
poses to revoke the certification of an
OTP in accordance with paragraph (a)
of this section, SAMHSA shall prompt-
ly provide the sponsor of the OTP with
written notice of the suspension or pro-
posed revocation by facsimile trans-
mission, personal service, commercial
overnight delivery service, or certified
mail, return receipt requested. Such
notice shall state the reasons for the
action and shall state that the OTP
may seek review of the action in ac-
cordance with the procedures in sub-
part C of this part.

(@A) If SAMHSA suspends certifi-
cation in accordance with paragraph
(b) of this section:

(i) SAMHSA will immediately notify
DEA that the OTP’s registration
should be suspended under 21 U.S.C.
824(d); and

(ii) SAMHSA will provide an oppor-
tunity for a hearing under subpart C of
this part.

(2) Suspension of certification under
paragraph (b) of this section shall re-
main in effect until the agency deter-
mines that:

(i) The basis for the suspension can-
not be substantiated;

(ii) Violations of required standards
have been corrected to the agency’s
satisfaction; or

(iii) The OTP’s certification shall be
revoked.

§8.15 Forms.

(a) SMA-162—Application for Certifi-
cation to Use Opioid Agonist Treat-
ment Medications for Opioid Treat-
ment.

§8.22

(b) SMA-163—Application for Becom-
ing an Accreditation Body under §8.3.

Subpart C—Procedures for Review
of Suspension or Proposed
Revocation of OTP Cerlifi-
cation, and of Adverse Action
Regarding Withdrawal of Ap-

proval of an Accreditation
Body
§8.21 Applicability.

The procedures in this subpart apply
when:

(a) SAMHSA has notified an OTP in
writing that its certification under the
regulations in subpart B of this part
has been suspended or that SAMHSA
proposes to revoke the certification;
and

(b) The OTP has, within 30 days of
the date of the notification or within 3
days of the date of the notification
when seeking an expedited review of a
suspension, requested in writing an op-
portunity for a review of the suspen-
sion or proposed revocation.

(c) SAMHSA has notified an accredi-
tation body of an adverse action taken
regarding withdrawal of approval of
the accreditation body under the regu-
lations in subpart A of this part; and

(d) The accreditation body has, with-
in 30 days of the date of the notifica-
tion, requested in writing an oppor-
tunity for a review of the adverse ac-
tion.

§8.22 Definitions.

The following definitions apply to
this subpart C.

(a) Appellant means:

(1) The treatment program which has
been notified of its suspension or pro-
posed revocation of its certification
under the regulations of this part and
has requested a review of the suspen-
sion or proposed revocation, or

(2) The accreditation body which has
been notified of adverse action regard-
ing withdrawal of approval under the
regulations of this subpart and has re-
quested a review of the adverse action.

(b) Respondent means SAMHSA.

(c) Reviewing official means the per-
son or persons designated by the Sec-
retary who will review the suspension
or proposed revocation. The reviewing
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official may be assisted by one or more
HHS officers or employees or consult-
ants in assessing and weighing the sci-
entific and technical evidence and
other information submitted by the ap-
pellant and respondent on the reasons
for the suspension and proposed revoca-
tion.

§8.23 Limitation on issues subject to
review.

The scope of review shall be limited
to the facts relevant to any suspension,
or proposed revocation, or adverse ac-
tion, the necessary interpretations of
the facts the regulations, in the sub-
part, and other relevant law.

§8.24 Specifying who represents the
parties.

The appellant’s request for review
shall specify the name, address, and
phone number of the appellant’s rep-
resentative. In its first written submis-
sion to the reviewing official, the re-
spondent shall specify the name, ad-
dress, and phone number of the re-
spondent’s representative.

§8.25 Informal review and the review-
ing official’s response.

(a) Request for review. Within 30 days
of the date of the notice of the suspen-
sion or proposed revocation, the appel-
lant must submit a written request to
the reviewing official seeking review,
unless some other time period is agreed
to by the parties. A copy must also be
sent to the respondent. The request for
review must include a copy of the no-
tice of suspension, proposed revocation,
or adverse action, a brief statement of
why the decision to suspend, propose
revocation, or take an adverse action is
incorrect, and the appellant’s request
for an oral presentation, if desired.

(b) Acknowledgment. Within 5 days
after receiving the request for review,
the reviewing official will send an ac-
knowledgment and advise the appellant
of the next steps. The reviewing offi-
cial will also send a copy of the ac-
knowledgment to the respondent.

§8.26 Preparation of the review file
and written arguments.
The appellant and the respondent
each participate in developing the file
for the reviewing official and in sub-
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mitting written arguments. The proce-
dures for development of the review
file and submission of written argu-
ment are:

(a) Appellant’s documents and brief.
Within 30 days after receiving the ac-
knowledgment of the request for re-
view, the appellant shall submit to the
reviewing official the following (with a
copy to the respondent):

(1) A review file containing the docu-
ments supporting appellant’s argu-
ment, tabbed and organized chrono-
logically, and accompanied by an index
identifying each document. Only essen-
tial documents should be submitted to
the reviewing official.

(2) A written statement, not to ex-
ceed 20 double-spaced pages, explaining
why respondent’s decision to suspend
or propose revocation of appellant’s
certification or to take adverse action
regarding withdrawal of approval of
the accreditation body is incorrect (ap-
pellant’s brief).

(b) Respondent’s documents and brief.
Within 30 days after receiving a copy of
the acknowledgment of the request for
review, the respondent shall submit to
the reviewing official the following
(with a copy to the appellant):

(1) A review file containing docu-
ments supporting respondent’s decision
to suspend or revoke appellant’s cer-
tification, or approval as an accredita-
tion body, tabbed and organized chron-
ologically, and accompanied by an
index identifying each document. Only
essential documents should be sub-
mitted to the reviewing official.

(2) A written statement, not exceed-
ing 20 double-spaced pages in length,
explaining the basis for suspension,
proposed revocation, or adverse action
(respondent’s brief).

(c) Reply briefs. Within 10 days after
receiving the opposing party’s submis-
sion, or 20 days after receiving ac-
knowledgment of the request for re-
view, whichever is later, each party
may submit a short reply not to exceed
10 double-spaced pages.

(d) Cooperative efforts. Whenever fea-
sible, the parties should attempt to de-
velop a joint review file.

(e) Excessive documentation. The re-
viewing official may take any appro-
priate steps to reduce excessive docu-
mentation, including the return of or
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refusal to consider documentation
found to be irrelevant, redundant, or
unnecessary.

(f) Discovery. The use of interrog-
atories, depositions, and other forms of
discovery shall not be allowed.

§8.27 Opportunity for oral presen-
tation.

(a) Electing oral presentation. If an op-
portunity for an oral presentation is
desired, the appellant shall request it
at the time it submits its written re-
quest for review to the reviewing offi-
cial. The reviewing official will grant
the request if the official determines
that the decisionmaking process will
be substantially aided by oral presen-
tations and arguments. The reviewing
official may also provide for an oral
presentation at the official’s own ini-
tiative or at the request of the respond-
ent.

(b) Presiding official. The reviewing
official or designee will be the pre-
siding official responsible for con-
ducting the oral presentation.

(c) Preliminary conference. The pre-
siding official may hold a prehearing
conference (usually a telephone con-
ference call) to consider any of the fol-
lowing: Simplifying and clarifying
issues; stipulations and admissions;
limitations on evidence and witnesses
that will be presented at the hearing;
time allotted for each witness and the
hearing altogether; scheduling the
hearing; and any other matter that
will assist in the review process. Nor-
mally, this conference will be con-
ducted informally and off the record;
however, the presiding official may, at
the ©presiding official’s discretion,
produce a written document summa-
rizing the conference or transcribe the
conference, either of which will be
made a part of the record.

(d) Time and place of oral presentation.
The presiding official will attempt to
schedule the oral presentation within
45 days of the date appellant’s request
for review is received or within 15 days
of submission of the last reply brief,
whichever is later. The oral presen-
tation will be held at a time and place
determined by the presiding official
following consultation with the par-
ties.
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(e) Conduct of the oral presentation—
(1) General. The presiding official is re-
sponsible for conducting the oral pres-
entation. The presiding official may be
assisted by one or more HHS officers or
employees or consultants in con-
ducting the oral presentation and re-
viewing the evidence. While the oral
presentation will be kept as informal
as possible, the presiding official may
take all necessary steps to ensure an
orderly proceeding.

(2) Burden of proof/standard of proof.
In all cases, the respondent bears the
burden of proving by a preponderance
of the evidence that its decision to sus-
pend, propose revocation, or take ad-
verse action is appropriate. The appel-
lant, however, has a responsibility to
respond to the respondent’s allegations
with evidence and argument to show
that the respondent is incorrect.

(3) Admission of evidence. The rules of
evidence do not apply and the presiding
official will generally admit all testi-
monial evidence unless it is clearly ir-
relevant, immaterial, or unduly repeti-
tious. Each party may make an open-
ing and closing statement, may present
witnesses as agreed upon in the pre-
hearing conference or otherwise, and
may question the opposing party’s wit-
nesses. Since the parties have ample
opportunity to prepare the review file,
a party may introduce additional docu-
mentation during the oral presentation
only with the permission of the pre-
siding official. The presiding official
may question witnesses directly and
take such other steps necessary to en-
sure an effective and efficient consider-
ation of the evidence, including setting
time limitations on direct and cross-
examinations.

(4) Motions. The presiding official
may rule on motions including, for ex-
ample, motions to exclude or strike re-
dundant or immaterial evidence, mo-
tions to dismiss the case for insuffi-
cient evidence, or motions for sum-
mary judgment. Except for those made
during the hearing, all motions and op-
position to motions, including argu-
ment, must be in writing and be no
more than 10 double-spaced pages in
length. The presiding official will set a
reasonable time for the party opposing
the motion to reply.
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(5) Transcripts. The presiding official
shall have the oral presentation tran-
scribed and the transcript shall be
made a part of the record. Either party
may request a copy of the transcript
and the requesting party shall be re-
sponsible for paying for its copy of the
transcript.

(f) Obstruction of justice or making of
false statements. Obstruction of justice
or the making of false statements by a
witness or any other person may be the
basis for a criminal prosecution under
18 U.S.C. 1001 or 1505.

(g) Post-hearing procedures. At the
presiding official’s discretion, the pre-
siding official may require or permit
the parties to submit post-hearing
briefs or proposed findings and conclu-
sions. Each party may submit com-
ments on any major prejudicial errors
in the transcript.

§8.28 Expedited procedures for review
of immediate suspension.

(a) Applicability. When the Secretary
notifies a treatment program in writ-
ing that its certification has been im-
mediately suspended, the appellant
may request an expedited review of the
suspension and any proposed revoca-
tion. The appellant must submit this
request in writing to the reviewing of-
ficial within 10 days of the date the
OTP received notice of the suspension.
The request for review must include a
copy of the suspension and any pro-
posed revocation, a brief statement of
why the decision to suspend and pro-
pose revocation is incorrect, and the
appellant’s request for an oral presen-
tation, if desired. A copy of the request
for review must also be sent to the re-
spondent.

(b) Reviewing official’s response. As
soon as practicable after the request
for review is received, the reviewing of-
ficial will send an acknowledgment
with a copy to the respondent.

(c) Review file and briefs. Within 10
days of the date the request for review
is received, but no later than 2 days be-
fore an oral presentation, each party
shall submit to the reviewing official
the following:

(1) A review file containing essential
documents relevant to the review,
tabbed, indexed, and organized chrono-
logically; and
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(2) A written statement, not to ex-
ceed 20 double-spaced pages, explaining
the party’s position concerning the
suspension and any proposed revoca-
tion. No reply brief is permitted.

(d) Oral presentation. If an oral pres-
entation is requested by the appellant
or otherwise granted by the reviewing
official in accordance with §8.27(a), the
presiding official will attempt to
schedule the oral presentation within
20 to 30 days of the date of appellant’s
request for review at a time and place
determined by the presiding official
following consultation with the par-
ties. The presiding official may hold a
pre-hearing conference in accordance
with §8.27(c) and will conduct the oral
presentation in accordance with the
procedures of §§8.27(e), (f), and (g).

(e) Written decision. The reviewing of-
ficial shall issue a written decision up-
holding or denying the suspension or
proposed revocation and will attempt
to issue the decision within 7 to 10 days
of the date of the oral presentation or
within 3 days of the date on which the
transcript is received or the date of the
last submission by either party, which-
ever is later. All other provisions set
forth in §8.33 apply.

(f) Transmission of written communica-
tions. Because of the importance of
timeliness for these expedited proce-
dures, all written communications be-
tween the parties and between either
party and the reviewing official shall
be sent by facsimile transmission, per-
sonal service, or commercial overnight
delivery service.

§8.29 Ex parte communications.

Except for routine administrative
and procedural matters, a party shall
not communicate with the reviewing or
presiding official without notice to the
other party.

§8.30 Transmission of written commu-
nications by reviewing official and
calculation of deadlines.

(a) Timely review. Because of the im-
portance of a timely review, the re-
viewing official should normally trans-
mit written communications to either
party by facsimile transmission, per-
sonal service, or commercial overnight
delivery service, or certified mail, re-
turn receipt requested, in which case
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the date of transmission or day fol-
lowing mailing will be considered the
date of receipt. In the case of commu-
nications sent by regular mail, the
date of receipt will be considered 3 days
after the date of mailing.

(b) Due date. In counting days, in-
clude Saturdays, Sundays, and holi-
days. However, if a due date falls on a
Saturday, Sunday, or Federal holiday,
then the due date is the next Federal
working day.

§8.31 Authority and responsibilities of
the reviewing official.

In addition to any other authority
specified in this subpart C, the review-
ing official and the presiding official,
with respect to those authorities in-
volving the oral presentation, shall
have the authority to issue orders; ex-
amine witnesses; take all steps nec-
essary for the conduct of an orderly
hearing; rule on requests and motions;
grant extensions of time for good rea-
sons; dismiss for failure to meet dead-
lines or other requirements; order the
parties to submit relevant information
or witnesses; remand a case for further
action by the respondent; waive or
modify these procedures in a specific
case, usually with notice to the par-
ties; reconsider a decision of the re-
viewing official where a party prompt-
ly alleges a clear error of fact or law;
and to take any other action necessary
to resolve disputes in accordance with
the objectives of the procedures in this
subpart.

§8.32

The administrative record of review
consists of the review file; other sub-
missions by the parties; transcripts or
other records of any meetings, con-
ference calls, or oral presentation; evi-
dence submitted at the oral presen-
tation; and orders and other documents
issued by the reviewing and presiding
officials.

Administrative record.

§8.33 Written decision.

(a) Issuance of decision. The reviewing
official shall issue a written decision
upholding or denying the suspension,
proposed revocation, or adverse action.
The decision will set forth the reasons
for the decision and describe the basis
for that decision in the record. Fur-

Pt. 9

thermore, the reviewing official may
remand the matter to the respondent
for such further action as the review-
ing official deems appropriate.

(b) Date of decision. The reviewing of-
ficial will attempt to issue the decision
within 15 days of the date of the oral
presentation, the date on which the
transcript is received, or the date of
the last submission by either party,
whichever is later. If there is no oral
presentation, the decision will nor-
mally be issued within 15 days of the
date of receipt of the last reply brief.
Once issued, the reviewing official will
immediately communicate the decision
to each party.

(c) Public notice and communications to
the Drug Enforcement Administration
(DEA). (1) If the suspension and pro-
posed revocation of OTP certification
are upheld, the revocation of certifi-
cation will become effective imme-
diately and the public will be notified
by publication of a notice in the FED-
ERAL REGISTER. SAMHSA will notify
DEA within 5 days that the OTP’s reg-
istration should be revoked.

(2) If the suspension and proposed
revocation of OTP certification are de-
nied, the revocation will not take ef-
fect and the suspension will be lifted
immediately. Public notice will be
given by publication in the FEDERAL
REGISTER. SAMHSA will notify DEA
within 5 days that the OTP’s registra-
tion should be restored, if applicable.

§8.34 Court review of final administra-
tive action; exhaustion of adminis-
trative remedies.

Before any legal action is filed in
court challenging the suspension, pro-
posed revocation, or adverse action, re-
spondent shall exhaust administrative
remedies provided under this subpart,
unless otherwise provided by Federal
law. The reviewing official’s decision,
under §8.28(e) or §8.33(a), constitutes
final agency action as of the date of
the decision.

PART 9—STANDARDS OF CARE FOR
CHIMPANZEES HELD IN THE FED-
ERALLY SUPPORTED SANCTUARY
SYSTEM

Sec.
9.1 Applicability and purpose.
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9.2 Definitions.

9.3 Sanctuary policies and responsibilities.

9.4 Physical facility policies and design.

9.5 Chimpanzee ownership, fees, and studies.

9.6 Animal care, well-being, husbandry, vet-
erinary care, and euthanasia.

9.7 Reproduction.

9.8 Animal records.

9.9 Facility staffing.

9.10 Occupational Health and Safety Pro-
gram (OHSP) and biosafety require-
ments.

9.11 Animal transport.

9.12 Compliance with the Standards of Care,
USDA and PHS policies and regulations.

9.13 Other federal laws, regulations, and
statutes that apply to this part.

AUTHORITY: 42 U.S.C. 216, 287a-3a.

SOURCE: 73 FR 60423, Oct. 10, 2008, unless
otherwise noted.

§9.1 Applicability and purpose.

(a) General. The standards of care set
forth in this part apply to the chim-
panzee sanctuaries that are contracted
(or subcontracted) to the Federal Gov-
ernment to operate the federally sup-
ported chimpanzee sanctuary system
authorized by section 481C of the Pub-
lic Health Service (PHS) Act, as
amended (42 U.S.C. 287a-3a).

(b) What is the purpose of the federally
supported chimpanzee sanctuary system
and the authority for establishing these
standards of care regulation? The Chim-
panzee Health Improvement, Mainte-
nance, and Protection Act (Pub. L. 106—
551, referred to as the ‘“‘CHIMP Act” or
“Chimpanzee Retirement Act’’) was en-
acted by Congress to provide for the es-
tablishment and operation of a sanc-
tuary system to provide lifetime care
for chimpanzees that have been used,
or were bred or purchased for use, in
research conducted or supported by the
agencies of the Federal Government,
and that are determined to be no
longer needed for such research. The
CHIMP Act also mandates that stand-
ards of care for chimpanzees in the
sanctuary shall be developed to ensure
the well-being of chimpanzees and the
health and safety of the chimpanzees.

(c) To what chimpanzee sanctuaries do
the standards of care in this part apply?
The standards of care set forth in this
part apply to only those sanctuaries
that are contracted or subcontracted
to the Federal Government to operate
the federally supported chimpanzee
sanctuary system.
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§9.2 Definitions.

As used in this part:

Adequate veterinary care means a pro-
gram directed by a veterinarian quali-
fied through training and/or experience
to provide professional medical care to
the chimpanzees within the Sanctuary
and with the appropriate authority to
provide this care. The program also
provides guidance to all caregivers on
all matters relating to the health and
well-being of the chimpanzees.

American Zoo and Aquarium Associa-
tion (AZA) means the professional soci-
ety composed of individuals with var-
ious backgrounds and interests that
are devoted to advancing the knowl-
edge and understanding of zoo animals
and the management of zoos in the
United States.

American Zoo and Aquarium Associa-
tion (AZA) Accreditation Standards are
those standards developed by the AZA
that are used to review, evaluate, and
accredit zoos or zoological gardens.
These standards cover a variety of
areas including facilities, policies and
procedures, training, staff qualifica-
tions, medical and animal care, hus-
bandry and well-being procedures, and
conservation, along with other specific
areas.

Animal Care and Use Committee means
the Institutional Animal Care and Use
Committee established under section
13(b) of the Animal Welfare Act of 1985
and the Health Research Extension Act
of 1985. For the purpose of these Stand-
ards of Care, it shall consist of at least
five (6) members including the Chair-
person, a Doctor of Veterinary Medi-
cine (D.V.M. or V.M.D.) knowledgeable
in nonhuman primate care and diseases
and with delegated program responsi-
bility, a member not affiliated with the
Sanctuary, a scientist, and a member
of the animal protection community.
The requirement that a member of the
ACUC must be from an animal protec-
tion organization is unique to this part
and is not required under the Animal
Welfare Regulations or the Public
Health Service Policy on the Humane
Care and Use of Laboratory Animals.
This Committee must be established if
research as defined by the Animal Wel-
fare Act Regulations and the Public
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Health Service Policy (research, teach-
ing, testing, exhibition) is to be con-
ducted at the sanctuary.

Animal protection organization means
a nonprofit organization whose bpri-
mary mission is protection of animals
through positive advocacy and action.

Animal Resource Manager (or Animal
Resource Supervisor) means the indi-
vidual employee responsible for man-
aging the nonprofessional staff pro-
viding care for the chimpanzees at the
sanctuary. This individual may per-
form other duties as assigned by the
Sanctuary Contractor.

Animal Welfare Act/Regulations means
the Act of August 24, 1966 (Pub. L. 89-
544, commonly known as the Labora-
tory Animal Welfare Act), as amended
by the Act of December 24, 1970 (Pub. L.
91-579, the Animal Welfare Act of 1970),
the Act of April 22, 1976 (Pub. L. 94-279,
the Animal Welfare Act of 1976), and
the Act of December 23, 1985 (Pub. L.
99-198, the Food Security Act of 1985),
and as may be subsequently amended,
and the United States Department of
Agriculture (USDA) regulations imple-
menting the Animal Welfare Act in
title 9, chapter 1, subchapter A of the
CFR.

Animal Welfare Assurance means the
documentation from an institution as-
suring compliance with the PHS Policy
on Humane Care and Use of Laboratory
Animals. This policy is administered
by the Office of Laboratory Animal
Welfare (OLAW), National Institutes of
Health.

Association for Assessment and Accredi-
tation of Laboratory Animal Care, Inter-
national (AAALAC) means the nonprofit
organization that is recognized in the
United States and abroad as being the
body responsible for the accreditation
of laboratory animal programs.

Behaviorist means a person hired by
the sanctuary to administer or oversee
the enrichment and behavioral pro-
gram for the chimpanzees at the sanc-
tuary. This individual must be quali-
fied through training or experience.

Biosafety Officer means the individual
responsible for establishing and moni-
toring workplace safety procedures de-
signed to minimize or prevent injury or
loss due to biohazards in accordance
with policies established by the sanc-
tuary administration.

§9.2

Board of Directors (BOD) means the
individuals selected by the Contractor
to govern the nonprofit institution re-
sponsible for operating the federally
supported chimpanzee Sanctuary sys-
tem. The board members must meet
the qualifications and criteria stated in
the CHIMP Act.

Chair of the Board of Directors means
the individual chosen by the BOD or
other legally empowered entity to
carry out such action, who is respon-
sible for chairing meetings and acting
on behalf of the board. This individual
reports directly to the Board.

Chief Executive Officer (CEO) means
the principal person responsible for
overall accomplishment of the mission
of the chimpanzee sanctuary.

CHIMP Act means the Chimpanzee
Health Improvement, Maintenance,
and Protection Act of December 20,
2000 (Pub. L. 106-551) commonly known
as the “CHIMP Act” or ‘“‘Chimpanzee
Retirement Act,” and any future
amendments.

Chimpanzee means a member of Pan
troglodytes. 1t excludes the pygmy
chimpanzee (Pan paniscus or bonobo).

Chimpanzee  caregivers  (caregivers)
mean all sanctuary technical and hus-
bandry staff providing long-term care
and services for the chimpanzees.

Contractor/Primary Contractor/Sanc-
tuary Contractor means the nonprofit
entity awarded a contract by the Fed-
eral Government to establish and oper-
ate the chimpanzee sanctuary system.

Euthanasia means the humane death
of a chimpanzee accomplished by a
method that produces rapid uncon-
sciousness and subsequent death with-
out evidence of pain or distress. The
method must be consistent with the
recommendations of the American Vet-
erinary Medical Association Panel on
Euthanasia.

Ezxhibition means exhibiting chim-
panzees to the public for compensation.
This definition excludes limited view-
ing for educational purposes that are
not disruptive to the chimpanzees.

Facility director means the individual
responsible for directing the overall ac-
tivities at the Sanctuary site.

Facility Veterinarian means a person
who has graduated from a veterinary
school accredited by the American Vet-
erinary Medical Association (AVMA)
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Council on Education, or who has a
certificate issued by the AVMA’s Edu-
cation Commission for Foreign Veteri-
nary Graduates; has training and/or ex-
perience in the care and management
of nonhuman primates; and has direct
or delegated authority for activities in-
volving chimpanzees at the federally
funded chimpanzee sanctuary.

Federal Acquisition Regulations (FAR)
means the codified rules applicable to
contracts, specifically those sections of
the FAR (48 CFR chapter 1, part 52)
that are applicable to contracts be-
tween the Federal Government and a
contractor (in this case a private, non-
profit entity under contract to operate
the chimpanzee sanctuary system).

Federal agency means an executive
agency as such term is defined in sec-
tion 105 of title 5, United States Code,
and refers to the agency from which
the research facility receives a Federal
award for projects involving animals.

Federally owned chimpanzees mean
chimpanzees that have been purchased
by, bred by, or donated to a federal
agency for use in biomedical/behavioral
research. Chimpanzees whose owner-
ship was subsequently transferred from
Federal ownership via written transfer
agreements are no longer federally
owned.

Guide means The Guide for the Care
and Use of Laboratory Animals, pub-
lished by the National Academy of
Sciences, Institute for Laboratory Ani-
mal Research of the National Research
Council, 1996, International Standard
Book Number 0-309-05377-3.

Housing facility means any land,
premises, shed, barn, building, trailer,
or other structure or area housing in-
tended to house chimpanzees.

Indoor housing facility refers to any
structure or enclosure (for example,
cages, pens, rooms) for maintaining
animals in a controlled environment
that provides for normal physiological
and behavioral needs.

Interstate air transport live animals
(IATA) regulations means those regula-
tions and standards covering the air
transportation of nonhuman primates
developed and implemented by the
International Air Transportation Asso-
ciation.

Invasive research (studies) utilizes
those procedures that cause more than
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momentary pain, distress, fear, discom-
fort, injury, or other negative modali-
ties to a chimpanzee. Any procedure
that enters or exposes a body cavity is
considered to be invasive. Sanctuary
chimpanzees may not be used in
invasive research. This definition ex-
cludes any invasive procedure that is a
part of veterinary, medical, or surgical
care that is performed by or under the
direction of the Sanctuary Veteri-
narian using acceptable veterinary
practices. Some examples of invasive
studies are:

(1) Experimental exposure to a sub-
stance that may be detrimental to a
chimpanzee’s health (e.g., infectious
disease, radiation). This does not in-
clude accidental exposures to infec-
tious diseases transmitted from cage
mates or from radiation or other expo-
sures at the time of regularly sched-
uled or necessary veterinary examina-
tions and treatments;

(2) Any invasion of a body cavity;

(3) Surgery and surgical implantation
of devices that are not a part of a vet-
erinary medical treatment or colony
management purposes.

(4) Behavioral studies that cause dis-
tress or discomfort, such as induction
of a fear response;

(5) Testing of any drug;

(6) Purposeful manipulation of social
groups or the removal from their social
group or addition of individuals in
order to conduct behavioral research
(for example, on aggression). Creation
and refinement of social groups will be
necessary when the animals arrive at
the Sanctuary and this should take
place only when necessary in regards
to colony management and should not
be driven by independently initiated
research studies;

(7) Restraint unless it is in conjunc-
tion with the annual exam or clinical
care; and

(8) Darting or anesthesia induction
other than at annual exam or in the
case of an emergency in which the
chimpanzee’s well-being is at stake.

National Primate Research Center
(NPRC) means those centers supported
by the National Center for Research
Resources, National Institutes of
Health, Department of Health and
Human Services, as national resources
for providing high-quality nonhuman
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primate research resources and facili-
ties. As of June 2007, there were eight
such centers.

National Research Council means the
component of the National Academy of
Sciences that advises the Federal Gov-
ernment on matters related to science,
research, and research resources.

Nonfederally owned chimpanzees mean
chimpanzees that have not been pur-
chased by, bred by, or donated to the
Federal Government for use in feder-
ally supported research projects. In ac-
cordance with the CHIMP Act, chim-
panzees owned on the date of passage of
the CHIMP Act by a National Primate
Research Center may enter the sanc-
tuary system without requiring the
NPRC to pay a fee. Offspring born in
the sanctuary is owned by the Sanc-
tuary Contractor.

Noninvasive research (studies) means
the use of procedures that depend upon
close observation of chimpanzee behav-
ior or on medical information collected
during the course of normal veterinary
care. These procedures do not require
removal of the chimpanzees from their
social group or environment, or require
a separate anesthetic or sedation event
to collect data or record observations.
Some examples of noninvasive studies
are:

(1) Visual observation;

(2) Behavioral studies designed to im-
prove the establishment and mainte-
nance of social groups. These activities
may cause stress as a result of novel
interactions between chimpanzees and
caregivers, but they are not considered
invasive as long as they are intended to
maximize the well-being of the chim-
panzees;

(3) Medical examinations as deemed
necessary to oversee the health of the
chimpanzees, in the least invasive
manner possible. Collection of samples
routinely obtained during a physical
examination for processing during this
time is also considered noninvasive
since a separate event is not required;

(4) Administration and evaluation of
environmental enrichment used to pro-
mote the psychological well-being of
the chimpanzees; and

(5) Actions taken to provide essential
medical treatment to an individual
chimpanzee exhibiting symptoms of ill-
ness. This applies only to serious ill-
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ness that cannot be treated while the
chimpanzee remains within the colony.

Outdoor housing facility (area) means
corrals, Primadomes (a prefabricated
outdoor housing unit), fenced open
areas, or similar structures or areas for
maintaining chimpanzees with access
to adequate protection from the ex-
tremes of environmental elements and
harsh weather conditions.

Outdoor ranging area means an area
that allows chimpanzees greater rang-
ing space than corrals or other outdoor
housing area and includes a variety of
vegetation, shrubbery, grasses and
trees, thereby providing for a fairly un-
restricted natural setting for the chim-
panzees to engage in species-appro-
priate activities. The area is secured by
an outer perimeter barrier.

Project Officer means the individual
designated by the Federal Government
to represent the contracting officer and
interests of the federal agency, within
defined areas, in monitoring and over-
seeing the chimpanzee sanctuary sys-
tem contract.

Sanctuary Chimpanzee Care Committee
(SCCC) or similar designated committee
means the group of individuals des-
ignated by the CEO of the sanctuary
that reviews and monitors adherence
to the policies, procedures, and regula-
tions at the sanctuary.

Sanctuary Contractor means the non-
profit, private entities selected by
NCRR/NIH to develop and operate the
chimpanzee sanctuary system. This
contractor is also known as the ‘‘pri-
mary contractor’” for the sanctuary
system.

Sanctuary Director means the indi-
vidual who provides day-to-day direc-
tion and oversight to the employees re-
sponsible for performing the daily
tasks at the facility.

Sanctuary or federally supported chim-
panzee sanctuary system means the
sanctuary or sanctuary system estab-
lished by the Federal Government
through contracting with a private,
nonprofit entity, for the purpose of car-
rying out the provisions of the CHIMP
Act of 2000. The system includes a pri-
mary Contractor and may include addi-
tional subcontractors as required. This
sanctuary system is supported pri-
marily from funds allocated by NCRR/
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NIH/HHS with some matching funds
from the nonprofit contractor.

Secretary means the Secretary of
Health and Human Services or his/her
designee.

Subcontractor means a private, non-
profit entity selected by the primary
contractor to provide additional sanc-
tuary services.

Surplus chimpanzees means chim-
panzees that are no longer needed in
research and that were used, or were
bred or purchased for use, in research
conducted or supported by the Federal
Government.

USDA licensed intermediate handley/
carrier means any person, including a
department, agency, or instrumen-
tality of the United States or of any
State or local government, who is en-
gaged in any business in which it re-
ceives custody of animals in connec-
tion with their transportation in com-
merce and who is licensed by the
USDA.

Zoonotic disease(s) means diseases
that are transmissible from chim-
panzees to humans.

§9.3 Sanctuary policies and respon-
sibilities.

(a) What are the policies and respon-
sibilities governing the sanctuary system?
It will be the policies and responsibil-
ities of the sanctuary system to:

(1) Appoint a Board of Directors
(BOD) responsible for the overall gov-
ernance and direction of the Sanc-
tuary. The BOD shall designate the
Chief Executive Officer (CEO), who is
responsible for the management and
oversight of the daily operations of the
sanctuary and the performance of
other delegated tasks. Subcontractors,
if applicable, shall be governed by the
policies that are developed by the
Board of Directors of the primary con-
tractor.

(2) Direct the BOD to:

(i) Ensure that chimpanzees accepted
into the sanctuary are not discharged;

(ii) Develop guidelines for accepting
chimpanzees not owned by the Federal
Government into the sanctuary if the
conditions are met as outlined in 42
U.S.C. 287;

(iii) Ensure that the Board of Direc-
tors of the primary contractor consists
of no more than thirteen (13) individ-
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uals, and that the conditions governing
the terms of the Board members are in
compliance with the CHIMP Act;

(iv) Include individuals with the fol-
lowing expertise and experience as set
forth in the CHIMP Act;

(A) At least one veterinarian who is
qualified in veterinary care of
nonhuman primates. These qualifica-
tions may be met through postdoctoral
training, experience, or both;

(B) Individual(s) with expertise and
experience in zoological science and
with knowledge in behavioral prima-
tology;

(C) Individual(s) with experience in
the animal protection field;

(D) Individual(s) with experience and
expertise in the field of business and
management of nonprofit organiza-
tions;

(BE) Individual(s) knowledgeable and
experienced in accrediting programs of
animal care;

(F) Individual(s) with experience and
expertise in containing biohazards;

(v) Ensure that a member of the
Board of Directors serves as the Chair
of the Board of Directors, who may be
elected or appointed by the Board from
among the individuals identified in
paragraphs (a) (1) (iv) (A) through (F)
of this section;

(vi) Ensure that no member of the
board shall have been fined for, or
signed a consent decree for, any viola-
tion of the Animal Welfare Act;

(vii) Create a safe and species-appro-
priate physical and social environment
for the lifetime care of chimpanzees;

(viii) Comply with all applicable pro-
visions of the animal welfare regula-
tions and other federal, state and local
laws, regulations, and policies;

(ix) Achieve accreditations from ap-
propriate accrediting bodies within a
reasonable time frame mutually agreed
upon by the Contractor and NCRR;

(x) Prohibit any invasive research on
the resident chimpanzees, but permit
noninvasive studies (Definitions for the
terms invasive and non-invasive are set
forth in §9.2 of this part.);

(xi) Prohibit exhibition of chim-
panzees in the sanctuary (This policy
does not prohibit educational activities
that may involve limited viewing of
chimpanzees in their environment and
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that are designed to promote an under-
standing of chimpanzee behavior, well-
being, or importance to the ecological
system that does not adversely affect
the chimpanzees’ routine.);

(xii) Staff the organization with peo-
ple with appropriate experience; and

(xiii) Authorize the establishment of
a Sanctuary Chimpanzee Care Com-
mittee (SCCC) that is appointed by and
reports to the CEO or President of the
company or corporationThe SCCC is re-
sponsible for overseeing the chim-
panzee care program and operations to
ensure the health and well-being of the
chimpanzees and the occupational safe-
ty of the staff are being addressed. The
Committee must consist of no fewer
than five people who must include:

(A) A chair (person) knowledgeable of
the needs of chimpanzees;

(B) A veterinarian with chimpanzee
care experience;

(C) A behaviorist with experience in
chimpanzee behavior;

(D) A member of the chimpanzee care
staff; and

(E) Member or members from the
community, including at least one with
affiliation or employment with an ani-
mal protection organization as defined
in §9.2 of this part.

(F') The SCCC will:

(I) Oversee and evaluate the chim-
panzee care and socialization program;

(2) Review and approve proposed edu-
cation programs. No program should be
approved that might interfere with the
chimpanzees’ well-being or routine ac-
tivities;

(3) Conduct a formal review of the
program on a semiannual basis and
submit reports to the Sanctuary Direc-
tor. The reports must be available for
review by the USDA and NIH rep-
resentatives during site visits;

(4) Establish a mechanism for receipt
and review of concerns involving the
care of chimpanzees and resolving such
concerns;

(5) Review all noninvasive study pro-
posals. The SCCC membership may re-
quire additional qualified individuals
to perform the functions of an Animal
Care and Use Committee (ACUC) if and
when the need arises. The contractor
may establish a separate ACUC. The
ACUC must be established in accord-
ance with the applicable provisions of
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the Animal Welfare Act regulations,
the Public Health Service Policy on
Humane Care and Use of Laboratory
Animals, and these standards of care;

(6) Review all euthanasia events. Eu-
thanasia events performed for medical
or humane reasons must be based upon
sound professional veterinary judg-
ment that conforms to current veteri-
nary medical practices and must be in
the best interest of the chimpanzee.
Euthanasia performed for emergency
reasons without advance review by the
SCCC shall be reviewed by the SCCC as
soon as possible after the event to en-
sure compliance with established pol-
1Ccy;

(7) Establish procedures to prevent
any reproduction in the colony through
appropriate permanent birth control,
preferably by vasectomy of all sexually
mature male chimpanzees in the sanc-
tuary; and

(8) Develop procedures for maintain-
ing chimpanzees that are seropositive
for or harboring infectious agents or
previously have been exposed to infec-
tious agents (whether experimentally
induced or naturally occurring) that
will allow them to be accepted by the
sanctuary and properly housed. The
procedures must be submitted to
NCRR/NIH for approval.

(b) Who is responsible for developing or
revising sanctuary policies? (1) The Sanc-
tuary Contractor is responsible for de-
veloping, revising, and implementing
policies affecting the sanctuary.

(2) The federal agency (NCRR/NIH)
designated by the Secretary must con-
cur with any changes that substan-
tially change existing policies. The
Secretary, or designee, will determine
if a policy change will have a substan-
tial impact upon current policy after
consultation with the Sanctuary Con-
tractor.

§9.4 Physical facility policies and de-
sign.

(a) What standards apply to the facility
design and physical plant? The chim-
panzee sanctuary facility must be de-
signed to provide sufficient space and
variety of natural or artificial objects
to accommodate natural activities of
chimpanzees while restricting their
movement and range to the defined
area. Daily observation of chimpanzees
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within the enclosures is required and
shall be accomplished with minimal
disturbance to the chimpanzees. The
facility design and physical plant
should be in accordance with the rec-
ommendation of The Guide for the Care
and Use of Laboratory Animals (Guide),
where applicable. The Guide is pub-
lished by the National Research Coun-
cil, 1996, International Standard Book
Number 0-309-05377-3. The Guide is in-
corporated by reference in this section.
The Director of the Federal Register
approves this incorporation by ref-
erence in accordance with 5 TU.S.C.
562(a) and 1 CFR part 51. You may ob-
tain a copy of the publication from the
National Academy Press, 2101 Constitu-
tion Avenue, NW., Lockbox 285, Wash-
ington, DC 20055; or you may order it
electronically via the Internet at http:/
www.nap.edu; or view it online at http:/
oacu.od.nih.gov/regs/guide/guidex.him.
You may inspect a copy at NIH, NCRR,
1 Democracy Plaza, 6701 Democracy
Boulevard, Bethesda, MD 20817-4874, or
at the National Archives and Records
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202-741-6030, or g0 to
http://www.archives.gov/federal register/
code of federal regulations/

ibr _locations.html.

(1) The facility design and physical
plant consist of the following compo-
nents: Indoor design features; outdoor
design features; construction and con-
struction materials; physical barriers;
shelter; service support space, includ-
ing storage areas for food, supplies, and
equipment; personnel and administra-
tive support space; quarantine and iso-
lation facilities; treatment area; heat-
ing, ventilation, and air conditioning
(HVAC); food preparation area; and
animal waste treatment.

(2) A housing system shall include in-
door and outdoor enclosures that must
be kept in good repair to prevent es-
cape and injury to the chimpanzees,
promote physical comfort, facilitate
sanitation and servicing, and address
the psychological well-being and social
needs of the chimpanzees. Chimpanzees
must be able to retreat from areas
where they feel threatened or agitated
by close human encounters or encoun-
ters with other chimpanzees.
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(3) Indoor areas shall have special
areas for social introductions and med-
ical treatment. Quarantine and isola-
tion facilities are required for the sanc-
tuary. These facilities must be de-
signed to prevent the spread of undesir-
able agents from quarantine and isola-
tion rooms to other parts of the facil-
ity.

(4) Outdoor areas must provide suffi-
cient ranging space and either natural
or artificial structures that chim-
panzees can use for shelter or nesting
areas to sleep, rest, or seek refuge from
rain, direct sun, wind, and extreme
temperatures.

(5) Animal waste from the Sanctuary
must be properly treated to remove
known hazardous agents before dis-
charging it into the environment in ac-
cordance with currently acceptable and
effective waste treatment procedures,
including current industry standards
and Federal laws, regulations or guide-
lines, as applicable.

(6) An area for treatment of and per-
forming veterinary clinical procedures
on chimpanzees must be provided at
each Sanctuary site. This area must be
constructed and provisioned to perform
emergency procedures, including minor
surgery and emergency surgical proce-
dures, complete physical examinations,
and facilities for extended care of med-
ical conditions as needed.

(b) What security measures are required
for the sanctuary? The sanctuary must
provide adequate security against un-
authorized entry, sabotage, malicious
damage, and theft of chimpanzees and
property and must minimize any
chance of escape by a chimpanzee. The
security staff must have training and/
or experience in methods and equip-
ment designed to detect possible secu-
rity breaches and the ability to re-
spond to security events in a timely
and effective manner. Perimeter con-
tainment shall be used to protect the
compound housing the chimpanzees
consistent with the recommendations
of the Guide (incorporated by reference,
see paragraph (a) of this section).

(c) Is the sanctuary required to develop
disaster and escaped animal contingency
plans? The sanctuary facility must pre-
pare disaster and escaped animal con-
tingency plans outlining simple and
easy to follow plans for dealing with
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natural and man-made disasters and
steps to be taken in case a chimpanzee
escapes from the compound. The Sanc-
tuary also must provide adequate secu-
rity against unauthorized entry, sabo-
tage, malicious damage, and theft of
chimpanzees and property and must
minimize any chance of escape by a
chimpanzee. Primary barriers must be
constructed to prevent escape of chim-
panzees and secondary or perimeter
barriers must prevent entry of unau-
thorized persons into the facility, con-
sistent with the recommendations of
the Guide (incorporated by reference,
see paragraph (a) of this section).

§9.5 Chimpanzee ownership, fees, and
studies.

(a) Who owns the chimpanczees in the
federally supported sanctuary? The Fed-
eral Government retains ownership of
chimpanzees owned by the Federal
Government at the time they enter the
sanctuary system. Non-federally owned
or supported chimpanzees will be
owned by the sanctuary. The chim-
panzees shall continue to be main-
tained in the sanctuary throughout
their lifetime and shall not be dis-
charged from the sanctuary except as
specifically indicated in the CHIMP
Act.

(b) Is there a charge for placing chim-
panzees in the sanctuary? No fees shall
be charged by the Sanctuary Con-
tractor for federally owned or sup-
ported chimpanzees entering the sanc-
tuary. Chimpanzees that were owned
by a NPRC when the CHIMP Act be-
came effective are also admitted with-
out payment of fees. Fees for mainte-
nance of the chimpanzees alluded to
above are provided for in the contract
between the Federal Government and
the Sanctuary Contractor.

(c) May the sanctuary agree to accept
chimpanzees that are not owned by the
Federal Government? The sanctuary
may accept chimpanzees that are not
owned by the Federal Government sub-
ject to the following conditions:

(1) Ownership of the chimpanzee
must be transferred to the sanctuary;

(2) Fees for these chimpanzees may
be levied based on a range of consider-
ations that include most importantly,
the well-being of the chimpanzee and,
secondarily, factors that include (but
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are not limited to) the resources avail-
able to support the chimpanzee; the
health, age, and social history of the
chimpanzee; and other relevant factors
affecting the cost of caring for the
chimpanzee. While chimpanzees not
owned or supported by the Federal
Government may be admitted to the
sanctuary, federal funds may not be
used for their support unless author-
ized by the Secretary or an authorized
designee;

(3) Available space exists in the sanc-
tuary; and

(4) An agreement exists between the
sanctuary system and the NCRR/NIH
documenting that the chimpanzee may
be brought into the sanctuary.

(d) What additional conditions apply
when nongovernmental owned chim-
panzees transfer to the chimpanzee sanc-
tuary? The following additional condi-
tions apply when nongovernmental
owned chimpanzees transfer to the
chimpanzee sanctuary:

(1) Chimpanzees transferred to the
sanctuary sites must be permanently
incapable of reproduction, for example,
by vasectomy, tubal ligation, or an-
other reliable procedure;

(2) Complete histories must accom-
pany each chimpanzee. Any chim-
panzee missing documentation for any
period of research or other use may not
be transferred to the Sanctuary with-
out the concurrent authorization of the
Sanctuary Contractor’s Board of Direc-
tors and the NCRR; the records may be
created and retained in electronic
form; and

(3) Appropriate screening of each
chimpanzee must be performed to as-
sess the likelihood of the chimpanzee
being a health or safety threat to the
care staff and/or other chimpanzees.

(e) What are the criteria for acceptance
and the fees for admission into the sanc-
tuary for nongovernmental owned chim-
panzees? The chimpanzee Sanctuary
Contractor, in conjunction with NCRR,
must establish criteria and a fee sys-
tem for acceptance of mnongovern-
mental owned chimpanzees. Funds col-
lected for this purpose must be ac-
counted for and used to help defray the
expenses incurred in operating the
sanctuary.
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(f) Under what circumstances might a
chimpanzee from the sanctuary be re-
turned to research at a United States re-
search facility? In December 2007, the
CHIMP Act was amended by the
“Chimp Haven is Home Act,”” which
terminated the authority for the re-
moval of chimpanzees from the sanc-
tuary system for research purposes.

§9.6 Animal care, well-being, hus-
bandry, veterinary care, and eutha-
nasia.

(a) What are the requirements for pro-
moting the well-being of sanctuary chim-
panzees? The goal of chimpanzee hous-
ing and management in the sanctuary
is to promote the chimpanzees’ well-
being.

(b) What are the provisions for daily
chimpanzee husbandry and care? Ade-
quate and proper care for chimpanzees
in the sanctuary must be provided with
respect to physical environment, hous-
ing and husbandry, behavioral manage-
ment, and population management and
control. Specific requirements include
the following:

(1) Chimpanzees must have access to
food, water, and bedding at all times,
unless medical or behavioral condi-
tions dictate otherwise. Husbandry
procedures shall represent current poli-
cies and practices and conform to
standards set by a nationally recog-
nized accrediting association in accord-
ance with the Guide (incorporated by
reference, see paragraph (a) of §9.4).

(2) Indoor primary enclosures must
be cleaned as often as required to
maintain a clean and healthy environ-
ment, with a minimum of once daily.
Outdoor enclosures must be monitored
daily and cleaned on a routine basis.
Outdoor ranging areas will not require
a routine cleaning schedule but must
be monitored for excessive accumula-
tion of waste or other unhealthy condi-
tions. Housing areas shall provide suffi-
cient space for chimpanzees to perform
species-typical behavior and expres-
sion. Examples of such activities in-
clude but are not limited to natural
movements, climbing, swinging, rest-
ing, running, group interactions, sleep-
ing, etc. Feeding and watering imple-
ments must be sanitized at intervals
required to maintain them in a sani-
tary condition, in accordance with the

42 CFR Ch. I (10-1-14 Edition)

Guide (incorporated by reference, see
paragraph (a) of §9.4).

(3) The federally supported chim-
panzee sanctuary must employ a be-
havioral scientist knowledgeable in
primate behavior and socialization re-
quirements. This individual shall pro-
vide primary leadership in developing,
implementing, and monitoring the
chimpanzee behavioral guidelines for
the sanctuary. Enrichment techniques
used shall be currently accepted prac-
tices. The sanctuary must provide for
the expertise to plan, administer, and
evaluate the effectiveness of the well-
being program.

(4) Many chimpanzees can be trained
through positive reinforcement to co-
operate with a variety of veterinary
and chimpanzee care procedures. Ef-
forts must be made to develop or main-
tain this capability for chimpanzees
housed in the sanctuary to the extent
possible. Trainers must use currently
acceptable practices that do not in-
clude physical punishment.

(c) What are the requirements for an
adequate veterinary care and animal
health program? The sanctuary staff
must provide sufficient resources of
personnel, equipment, supplies, and fa-
cilities to enable the provision of ade-
quate veterinary care as set forth in
the Guide (incorporated by reference,
see paragraph (b) of §9.4). For addi-
tional guidance see the American Col-
lege of Laboratory Animal Medicine
document, ‘“The Provision of Adequate
Veterinary Care,”” available on the
Internet at http:/www.aclam.org.

(1) If the sanctuary houses chim-
panzees with infectious diseases, it
must have a veterinarian knowledge-
able in the infectious diseases and care
of chimpanzees. The Facility Veteri-
narian is responsible for establishing
and implementing a health monitoring
system specifically designed to meet
the health requirements of chim-
panzees in the sanctuary. Routine ob-
servation and the prevention of dis-
ease, metabolic conditions, abnormal
behavior and injury must be a priority
focus of the Facility Veterinarian and
staff.

(2) Newly received chimpanzees must
be quarantined for a period for physio-
logical, psychological, and nutritional
stabilization before their introduction
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to the rest of the group. The stabiliza-
tion period must be lengthened appro-
priately if the chimpanzee has a sig-
nificant medical problem or if abnor-
mal medical findings are detected dur-
ing the quarantine period. If the chim-
panzee has not been given a complete
physical examination within six
months, an examination must be con-
ducted during the stabilization period.

(3) The sanctuary must implement
appropriate methods for disease sur-
veillance and diagnosis of diseases,
which may include the following:

(4) Tuberculin (TB) tests must be
negative for two (2) consecutive tests
before the chimpanzee is released from
quarantine. Any chimpanzee that is
suspected of harboring the TB orga-
nism, or that is diagnosed with TB will
be isolated and treated until deter-
mined by the Facility Veterinarian to
be of no health risk to other chim-
panzees or humans. The Facility Vet-
erinarian may recommend euthanasia
in those cases that do not respond to
therapy and in which the chimpanzee
consequently experiences undue pain
and suffering that cannot be alleviated.
The procedures noted under §9.6 (d)
must be observed if euthanasia is nec-
essary.

(5) Fecal samples must be checked
for parasites and parasitic ova.

(6) A complete blood count and serum
chemical panel must be obtained.

(7) Additional serum for banking and/
or testing shall be obtained as appro-
priate by the Facility Veterinarian and
is considered beneficial for chimpanzee
health.

(8) If the donating facility did not
test for the appropriate viruses, the
sanctuary must perform a viral panel
and serology for the various chronic
hepatitis viruses and HIV.

(9) Additional tests or procedures
that are deemed beneficial to the chim-
panzees’ health may be required by the
Facility Veterinarian.

(10) Chimpanzees are susceptible to
many of the vaccine preventable dis-
eases of human childhood. Appropriate
vaccines must be considered and ad-
ministered if deemed necessary, at the
discretion of the Facility Veterinarian,
to protect the chimpanzees in the sanc-
tuary. Methods of disease prevention,
diagnosis, and therapy must comply
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with those currently accepted in vet-
erinary medical practice. Arrange-
ments with diagnostic laboratories
must be established before chim-
panzees arrive at the sanctuary.

(11) The sanctuary must minimize
the use of physical and chemical re-
straint. Chimpanzees in the sanctuary
shall be trained to permit certain pro-
cedures with minimal or no restraint.
Such procedures may include injec-
tions, dosing or other treatments, and
cage-side health observations. How-
ever, chemical sedation sometimes
may be appropriate for certain nec-
essary medical interventions or for the
safety of the chimpanzee and care-
givers. If physical restraint measures
are necessary, due consideration must
be given to the temporary or perma-
nent effects upon the chimpanzee and
human and animal safety concerns.

(12) Methods used to relieve pain
must be documented in the chimpanzee
medical or surgical records. These
records will be available for review by
USDA and NIH representatives. The
Facility Veterinarian must ensure that
pain management is current and in ac-
cordance with acceptable veterinary
medical practices.

(13) Chimpanzees must be cared for
by qualified personnel on a daily basis,
including weekends and holidays, to
safeguard their well-being. Emergency
veterinary care must also be available
during these times. Notification proce-
dures must be documented in the form
of operating procedures.

(d) Under what circumstances is eutha-
nasia permitted? As stated in section
481C(d)(2)(I) of the Public Health Serv-
ice Act, as added by section 2 of the
CHIMP Act, none of the chimpanzees
may be subjected to euthanasia except
when it is in the best interest of the
chimpanzee involved as determined by
the SCCC and the Facility Veteri-
narian. Therefore, euthanasia for med-
ical or humane reasons is permitted.
Euthanasia may be permitted for rea-
sons of health or quality of life of the
individual chimpanzee, including for
disease, in connection with trauma,
complications of aging, or for other hu-
mane reasons. The sanctuary must es-
tablish a policy on euthanasia that will
provide conditions that must be met
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before euthanasia is permitted and
guidance for performing euthanasia.

(1) Methods of euthanasia will be con-
sistent with the most recent report of
the American Veterinary Medical Asso-
ciation Panel on Euthanasia (2002), un-
less more reliable data becomes avail-
able. When euthanasia is performed,
the veterinarian will determine the ap-
propriate agent, and it will be adminis-
tered only by properly trained per-
sonnel under the direction of the Facil-
ity Veterinarian. The decision to per-
form euthanasia will be made by the
veterinarian in consultation with the
Facility Director or Deputy Director.

(2) The SCCC will participate in the
decision in nonmedical emergencies.
All euthanasia decisions must be re-
viewed by the SCCC, preferably prior to
euthanasia. In emergencies, where eu-
thanasia has to be performed imme-
diately by the Facility Veterinarian,
the circumstances and the decision by
the Facility Veterinarian will be pre-
sented at the next scheduled or special
meeting of the SCCC. The NCRR
Project Officer must be notified of the
euthanasia event within 72 hours by
electronic or telephonic means. Eutha-
nasia of individual chimpanzees may
negatively affect the care staff and ap-
propriate counseling and psychological
support shall be considered.

§9.7 Reproduction.

Chimpanzee reproduction is prohib-
ited in the sanctuary. Therefore, all
males must be sterilized by vasectomy
before acceptance into the system, or,
as a temporary measure, housed apart
from females until they are sterilized.
Vasectomies are advisable because
they are minimally invasive and be-
cause effectiveness of the vasectomy
may be validated through laboratory
testing for semen. Seminal collection
techniques must be carefully evaluated
to avoid painful stimuli. Other proven
methods of birth control may be used
under special conditions deemed appro-
priate by the Facility Veterinarian and
SCCC. The Facility Veterinarian must
determine the appropriate test(s) to
use to validate sterility. A veterinarian
experienced in performing vasectomies
in chimpanzees should perform the op-
eration. Documentation must accom-
pany each male accepted to the sanc-
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tuary system attesting to the fact that
the male has been vasectomized and
laboratory tests confirm that a seg-
ment of the Vas Deferens has been re-
moved, or that the test used is reliable
and is negative for sperm. The sanc-
tuary must have a contingency plan for
handling accidental births that in-
cludes the length of time the offspring
is expected to remain with the mother.

§9.8 Animal records.

(a) What records must be maintained for
chimpanzees in the sanctuary and how
are they managed? (1) Contractors and
Subcontractors operating the federal
chimpanzee sanctuary system must
maintain appropriate records to allow
for accountability and disposition of
chimpanzees under their care as re-
quired by the USDA Animal Welfare
Regulations (9 CFR 2.35). The records
may be created and retained in elec-
tronic form.

(2) The animal records currently re-
quired by the USDA Animal Welfare
Regulations are also required for these
standards. Chimpanzees must be indi-
vidually and permanently identifiable.

(3) Retrievable records must be main-
tained for a minimum of three years
beyond the disposition or death of each
chimpanzee in accordance with the
Animal Welfare Regulations section
2.35(f) (9 CFR 2.35(f)). Original records
or a copy must be transferred if the
chimpanzee moves to a different facil-
ity. The records must include standard
information, including permanent indi-
vidual identification, research use(s),
reproductive status (past and present),
a summary or copy of the medical and
behavioral history, the sire’s identi-
fication number (if available), the
dam’s identification number, birth
date, sex, and date acquired by the
sanctuary. The disposition date must
also be noted, if applicable, including
whether the chimpanzee died or was
transferred to another site in the fed-
eral sanctuary system. The records
may be created and retained in elec-
tronic form.

(4) The contractor and any subcon-
tractor(s) operating the federally sup-
ported chimpanzee sanctuary must pro-
vide special, quarterly, and annual
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progress reports to the designated Fed-
eral officials as identified in the con-
tract. The annual report must also con-
tain a statement that certifies the
sanctuary is in full compliance with
these standards of care regulation.

(b) What are the rules governing the
disposition of mnecropsy records? The
CHIMP Act requires that necropsy
records from chimpanzees previously
used in federally funded research
projects be made available on a reason-
able basis to investigators engaged in
biomedical or behavioral research. In
order to comply with this provision,
the contractor for the sanctuary sys-
tem must devise a plan that will allow
interested parties to contact the sanc-
tuary and receive necropsy records
when they become available. Records
may be provided free of charge but re-
questers may be required to pay for
packaging and shipping costs. The
records may be created and retained in
electronic form.

§9.9 Facility staffing.

How many personnel are required to
staff the chimpancee sanctuary and what
qualifications and training must the staff
possess? (a) The professional, manage-
rial, and support staff must be suffi-
cient to support the scope and diver-
sity of the activities and chimpanzee
population of the sanctuary. The level
of staffing shall be adequate to ensure
that the chimpanzees receive appro-
priate health care, are well cared for,
and the administrative and fiscal oper-
ations are sound and in keeping with
current practices required by NCRR/
NIH;

(b) There must be a sufficient number
of appropriately trained animal care
and technical personnel to provide ap-
propriate care to the chimpanzees at
all times, including evenings, week-
ends, and holidays. The number of ani-
mal care staff to chimpanzee ratio
shall be adjusted as experience is
gained during the operation of the
sanctuary. Sufficiently trained staff
also must be available to maintain ade-
quate behavioral enrichment;

(c) The Facility Director must be a
person with experience in chimpanzee
care and socialization techniques. In
addition, the Director must have man-
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agement and administrative experi-
ence;

(d) The Biosafety Officer must have
experience in developing and moni-
toring biohazards and dealing with bio-
safety issues related to captive
nonhuman primates. Experience in
these areas dealing specifically with
chimpanzees is desirable;

(e) The remaining staff, which may
include part-time, full-time, or con-
tractor Facility Veterinarian(s) and
Behaviorist(s), must possess the skills,
knowledge, and/or experience required
to perform their duties, as elaborated
within the regulation.

§9.10 Occupational Health and Safety
Program (OHSP) and biosafety re-
quirements.

(a) How are employee Occupational
Health and Safety Program risks and con-
cerns addressed? The sanctuary shall as-
sure that an Occupational Health and
Safety Program (OHSP) is developed
and implemented in accordance with
current veterinary medical practices
and the guidelines and standards found
in the Guide (incorporated by reference,
see paragraph (a) of section 9.4);

(b) How are biosafety concerns ad-
dressed? The sanctuary shall institute
and administer an effective biosafety
program that addresses the biosafety
hazards at that particular site. The
program shall include identifying bio-
hazards, outlining practices and proce-
dures to be followed, providing per-
sonal safety equipment or protective
clothing and equipment, and estab-
lishing a description of the facility re-
quirements for working with hazardous
agents or materials. Policies and pro-
cedures must be implemented to avoid
exposure to environmental and animal
hazards. Biosafety must be included in
the training program for all Sanctuary
employees. In establishing a program,
the Sanctuary must use current ac-
cepted practices and publications pre-
pared by the CDC, NIH, and profes-
sional societies specializing in bio-
safety. The input and guidance of per-
sonnel trained or experienced in bio-
safety are essential. Complete records
of both clinical and experimental agent
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exposure must accompany each chim-
panzee sent to the sanctuary. The do-
nating facility must also provide re-
cent testing (for example, serology,
virus culture, histology) so that the
sanctuary staff is fully aware of the
health condition of the arriving chim-
panzee. The records may be created and
retained in electronic form.

§9.11 Animal transport.

The transportation of chimpanzees
by surface or air must be in accordance
with the requirements set forth in the
Animal Welfare Act and Regulations
and the International Air Transport
Association (IATA) Live Animal Regu-
lations and guidelines, as applicable.

§9.12 Compliance with the Standards
of Care, and USDA and PHS poli-
cies and regulations.

(a) How will compliance with the stand-
ards set forth in this part be monitored
and what are the consequences of mon-
compliance with the standards? The fed-
erally supported chimpanzee sanctuary
must comply with the standards of
care set forth in this part and include
a statement in the Annual Progress
Report certifying compliance with
these standards of care in accordance
with the terms of the current contract
between NCRR and the Sanctuary Con-
tractor. A designated representative of
the Secretary will monitor compliance.
The responsibility to monitor compli-
ance with the standards is delegated to
NCRR/NIH/HHS. The NIH/NCRR
Project Officer for this contract will
conduct scheduled site visits at least
one time annually (or more often if
necessary) and review monthly and
quarterly reports submitted to the
Project and Contract Officer. Sub-
contractors are subjected to the same
provisions. Failure to comply with the
standards set forth in this part, or to
correct deficiencies noted within the
allowable time period, could result in
termination of the contract by the
Federal Government (HHS/NIH), or
allow the Secretary to correct the defi-
ciencies according to the terms and
conditions outlined in the contract.
The Secretary may impose additional
sanctions on the contractor up to, and
including, authorizing assumption or
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reassignment of the management of
the sanctuary contract.

(b) To what type of outside review or
inspection will the federally supported
sanctuary be subjected? As mnoted in
paragraph (a) of this section, the con-
tractor for the sanctuary will be mon-
itored on a regularly scheduled basis
by representatives of NCRR/NIH/HHS.
The NCRR representative will use fa-
cility site visits, reports, personal con-
tact, and any other means as appro-
priate to ensure compliance with these
standards. The contractor and sub-
contractors are required to obtain and
maintain an Animal Welfare Assurance
from NIH’s Office of Laboratory Ani-
mal Welfare (OLAW) when chimpanzees
are used for noninvasive studies as au-
thorized in the CHIMP Act. In addi-
tion, the sanctuary must achieve ac-
creditation by a nationally recognized
animal program accrediting body (such
as the AAALAC, the AZA, or similar
recognized body) within a time frame
to be determined by NCRR/NIH. The
federally supported sanctuary must
comply with the requirements set forth
in the Animal Welfare Regulations (9
CFR parts 1 through 3).

§9.13 Other federal laws, regulations,
and statutes that apply to the sanc-
tuary.

(a) Animal Welfare Act (7 U.S.C. 2131-
2159).

(b) Animal Welfare Regulations, 9
CFR, subchapter A, parts 1 and 2; part
3, subpart D—Specifications for the Hu-
mane Handling, Care, Treatment, and
Transport of Nonhuman Primates.

PART 10—340B DRUG PRICING
PROGRAM

Sec.

Subpart A—General Provisions

10.1 Purpose.

10.2 Summary of 340B Drug Pricing Pro-
gram.

10.3 Definitions.

Subpart B—Eligibility To Purchase 340B
Drugs

10.10 Entities eligible to participate in the
340B Drug Pricing Program.
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Subpart C—Drugs Eligible for Purchase
under 340B

10.20 Drugs eligible for purchase Under
340B.

10.21 Exclusion of orphan drugs for certain
covered entities.

AUTHORITY: Sec. 340B of the Public Health
Service Act (42 U.S.C. 256b), as amended; Sec.
215 of the Public Health Service Act (42
U.S.C. 216), as amended; Sec. 526 of the Fed-
eral Food, Drug, and Cosmetic Act, as
amended (21 U.S.C. 360bb); Sec. 701(a) of the
Federal Food, Drug, and Cosmetic Act, as
amended (21 U.S.C. 371(a)); Sec. 1927 of the
Social Security Act, as amended (42 U.S.C.
1396r-8).

SOURCE: 78 FR 44027, July 23, 2013, unless
otherwise noted.

Subpart A—General Provisions

§10.1 Purpose.

This part implements section 340B of
the Public Health Service Act (PHSA)
“Limitation on Prices of Drugs Pur-
chased by Covered Entities.”

§10.2 Summary of 340B Drug Pricing
Program.

Section 340B of the PHSA instructs
the Secretary of Health and Human
Services to enter into agreements with
manufacturers of covered drugs under
which the amount required to be paid
to these manufacturers by certain
statutorily-defined entities does not
exceed the average manufacturer price
for the drug under title XIX of the So-
cial Security Act (SSA) reduced by a
rebate percentage which is calculated
as indicated in 340B(a)(1) and
340B(a)(2)(A). Manufacturers partici-
pating in the 340B Drug Pricing Pro-
gram (340B Program) are required to
provide these discounts on all covered
outpatient drugs sold to participating
340B covered entities.

§10.3 Definitions.

Ceiling price means the maximum
statutory price established under sec-
tion 340B(a)(1) of the PHSA.

Covered entity means an entity that
meets the requirements under section
340B(a)(b) of the PHSA and is listed in
section 340B(a)(4) of the PHSA.

Covered outpatient drug has the mean-
ing set forth in section 1927(k) of the
SSA.

§10.20

Group purchasing organiczation (GPO)
is an entity that contracts with pur-
chasers, such as hospitals, nursing
homes, and home health agencies, to
aggregate purchasing volume and nego-
tiate final prices with manufacturers,
distributors, and other vendors.

Manufacturer has the same meaning
as set forth in section 1927(k)(5) of the
SSA.

Orphan drug means a drug designated
by the Secretary under section 526 of
the Federal Food, Drug, and Cosmetic
Act (FFDCA).

Participating drug manufacturer means
a manufacturer that has entered into a

Pharmaceutical Pricing Agreement
with the Secretary.
Pharmaceutical Pricing Agreement

(PPA) means an agreement described in
section 340B(a)(1) of the PHSA.

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

Section 340B means section 340B of
the PHSA.

Subpart B—Eligibility To Purchase
340B Drugs

§10.10 Entities eligible to participate
in the 340B Drug Pricing Program.

Only organizations meeting the defi-
nition of a covered entity and listed on
the 340B database are eligible to pur-
chase covered outpatient drugs under
the 340B Program. A covered entity re-
mains responsible for complying with
all other 340B requirements and appli-
cable Federal, state, and local laws.

Subpart C—Drugs Eligible for
Purchase Under 340B

§10.20 Drugs
under 340B.

The definition of a covered out-
patient drug has the meaning given to
such term in section 1927(k)(2) of the
SSA except as provided in §10.21 of this
part.

eligible for purchase
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§10.21 Exclusion of orphan drugs for
certain covered entities.

(a) General. For the covered entities
described in paragraph (b) of this sec-
tion, a covered outpatient drug does
not include orphan drugs that are
transferred, prescribed, sold, or other-
wise used for the rare condition or dis-
ease for which that orphan drug was
designated under section 526 of the
FFDCA. A covered outpatient drug in-
cludes drugs that are designated under
section 526 of the FFDCA when they
are transferred, prescribed, sold, or
otherwise used for any medically-ac-
cepted indication other than treating
the rare disease or condition for which
the drug was designated under section
526 of the FFDCA.

(b) Covered entities to which the orphan
drug exclusion applies. (1) The exclusion
of orphan drugs when used to treat the
rare disease or condition for which the
drug was designated under section 526
of the FFDCA from the definition of
covered outpatient drugs described in
paragraph (a) of this section shall only
apply to the following covered entities:
free-standing cancer hospitals quali-
fying under section 340B(a)(4)(M) of the
PHSA, critical access hospitals quali-
fying under section 340B(a)(4)(N) of the
PHSA, and rural referral centers and
sole community hospitals qualifying
under section 340B(a)(4)(O) of the
PHSA. The exclusion does not apply to
the remaining covered entities that
meet the 340B Program eligibility re-
quirements.

(2) When an entity described in this
paragraph (b) meets more than one eli-
gibility criterion as a covered entity,
the entity shall select its eligibility
type and notify the Secretary. These
eligible entities are limited to partici-
pating in the 340B Program under only
one covered entity hospital type and
shall abide by all applicable restric-
tions and requirements for that entity
type. A covered entity subject to this
provision may only change its partici-
pation type to another hospital entity
type on a quarterly basis upon express
written confirmation from the Sec-
retary.

(c) Covered entity responsibility to
maintain records of compliance. (1) A
covered entity listed in paragraph (b)
of this section is responsible for ensur-

42 CFR Ch. I (10-1-14 Edition)

ing that any orphan drugs purchased
through the 340B Program are not
transferred, prescribed, sold, or other-
wise used for the rare condition or dis-
ease for which the orphan drugs are
designated under section 526 of the
FFDCA. A covered entity listed in
paragraph (b) of this section that pur-
chases orphan drugs under the 340B
Program is required to maintain and
provide auditable records on request
which document the covered entity’s
compliance with this requirement
available for audit by the Federal Gov-
ernment or, with Federal Government
approval, by the manufacturer.

(2) A covered entity may develop an
alternative system by which it can
prove compliance. Any alternate sys-
tem must be approved by the Secretary
prior to implementation. Each alter-
nate system of compliance will be re-
viewed on a case-by-case basis.

(3) A covered entity listed in para-
graph (b) of this section that cannot or
does not wish to maintain auditable
records sufficient to demonstrate com-
pliance with this rule, must notify
HRSA and purchase all orphan drugs
outside of the 340B Program regardless
of the indication for which the drug is
used. Once a hospital is enrolled in
340B, it may change its decision to pur-
chase all orphan drugs outside of the
340B Program on a quarterly basis by
notifying HRSA.

This documentation will be made
public. This information will also be
verified during the annual recertifi-
cation process.

(d) Use of group purchasing organiza-
tions by a free-standing cancer hospital.
(1) A free-standing cancer hospital en-
rolled under section 340B(a)(4)(M) must
also comply with the prohibition
against using a GPO under section
340B(a)(4)(L)(iii) of the PHSA for the
purchase of any covered outpatient
drug.

(2) A covered entity that is a free-
standing cancer hospital cannot use a
GPO to purchase orphan drugs when
they are transferred, prescribed, sold,
or otherwise used for an indication
other than the rare condition or dis-
ease for which that orphan drug was
designated under section 526 of the
FFDCA.
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(3) A covered entity that is a free-
standing cancer hospital may use a
GPO for purchasing orphan drugs when
orphan drugs are transferred, pre-
scribed, sold, or otherwise used for the
rare disease or condition for which it
was designated under section 526 of the
FFDCA.

(4) If a covered entity that is a free-
standing cancer hospital chooses to use
a GPO for purchasing an orphan drug
used for a rare disease or condition for
which it is designated, it is required to
maintain auditable records that dem-
onstrate full compliance with the or-
phan drug purchasing requirements
and limitations. A free-standing cancer
hospital covered entity that cannot or
does not wish to maintain auditable
records sufficient to demonstrate com-
pliance, must notify HRSA and pur-
chase all orphan drugs outside of the
340B Program, regardless of indication
for which the drug is used, and is not
permitted to use a GPO to purchase

§10.21

those drugs. Once a free-standing can-
cer hospital is enrolled in 340B, it may
change its decision to purchase all or-
phan drugs outside of the 340B Program
on a quarterly basis by notifying
HRSA. This documentation will be
made public. This information will also
be verified during the annual recertifi-
cation process.

(e) Identification of orphan drugs. Des-
ignations under section 526 of the
FFDCA are the responsibility of and
administered by the FDA. Only covered
outpatient drugs that match the list-
ing and sponsor of the orphan designa-
tion are considered orphan drugs for
purposes of this section. HRSA will
publish on its public Web site FDA’s
section 526 list of drugs that will gov-
ern the next quarter’s purchases.

(f) Failure to comply. Failure to com-
ply with this section shall be consid-
ered a violation of sections 340B(a)(b)
and 340B(e) of the PHSA, as applicable.
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21.21 Meaning of terms.
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cialized training or experience in admin-
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21.54 Students.
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21.65 Appointment to higher grades; can-
didates exceptionally qualified in spe-
cialized fields.

21.56 Reappointment.

21.57 Examination for reappointment.

21.58 Physical examination for reappoint-
ment.

Subpart C—Involuntary Child and Spousal
Support Allotments

21.70
21.71
21.72
21.73
21.74
21.75

Purpose.

Applicability and scope.
Definitions.

Policy.
Responsibilities.
Procedures.

Subpart A—Definitions

AUTHORITY: Sec. 215, 58 Stat. 690, as amend-
ed; 42 U.S.C. 216.

§21.1 Meaning of terms.

As used in this part, the term:

(a) Act means the Public Health Serv-
ice Act, 58 Stat. 682, as now or here-
after amended.

(b) Department means the Department
of Health and Human Services.

(c) Secretary means the Secretary of
Health and Human Services.

(d) Service means the Public Health
Service.

(e) Surgeon General means the Sur-
geon General of the Public Health
Service.

(f) Commissioned officer or officer, un-
less otherwise indicated, means either
an officer of the Regular Corps or an
officer of the Reserve Corps.

[21 FR 9806, Dec. 12, 1956]
Subpart B—Appointment

AUTHORITY: Sec. 215, 58 Stat. 690, as amend-
ed; 42 U.S.C. 216; sec. 208, 58 Stat. 685, as
amended; 42 U.S.C. 209.

SOURCE: 21 FR 9806, Dec. 12, 1956, unless
otherwise noted.

PROVISIONS APPLICABLE BOTH TO
REGULAR AND RESERVE CORPS
§21.21 Meaning of terms.

The terms approved school, approved
college, approved postgraduate school, or
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approved training course means, except
as otherwise provided by law:

(a) A school, college, postgraduate
school, or training course which has
been accredited or approved by a pro-
fessional body or bodies recognized by
the Surgeon General for such purpose,
or which, in the absence of such a body,
meets generally accepted professional
standards as determined by the Sur-
geon General, or

(b) In the case of a candidate who is
applying for appointment as a medical
officer, any mnon-approved medical
school provided that the candidate has
passed examinations given by a profes-
sional body or bodies recognized by the
Surgeon General for such purpose.

[24 FR 1790, Mar. 12, 1959]

§21.22 Submission of application and
evidence of qualifications.

(a) Application form. Every candidate
for examination for appointment as an
officer shall submit a written applica-
tion on such form as may be prescribed
by the Surgeon General.

(b) Documentary evidence. The appli-
cation shall be accompanied by such
documentary evidence as may be re-
quired by the Surgeon General.

§21.23 False statements as disquali-
fication.

Willfully false statements shall be
cause for rejection of the application
or, as provided in subpart N of this
part, for dismissal.

§21.24 Physical examinations.

Every candidate for appointment as
an officer shall undergo such physical
examination as the Surgeon General
may direct, and no candidate who is
not found to be physically qualified
shall be appointed as an officer.

§21.25 Eligibility;
grade.

(a) Requirements; all candidates. Ex-
cept as provided in §21.54, and as other-
wise provided in this section, every
candidate for examination for appoint-
ment in the grade of junior assistant:

(1) Shall be a citizen of the United
States;

(2) Shall be at least 18 years of age;
and

junior  assistant

§21.27

(3) Shall have been granted an aca-
demic or professional degree from an
approved school, college, or post-
graduate school, and, unless the re-
quired professional training has been
otherwise obtained from an approved
school, college, or postgraduate school,
shall have majored in the profession in
which the examination is being held.

(b) [Reserved]

(c) Special requirement; therapists.
Every candidate for examination for
appointment as a therapist shall have
received a certificate from an approved
school of physical therapy or an ap-
proved school of occupational therapy.

[21 FR 9806, Dec. 12, 1956, as amended at 30
FR 9437, July 29, 1965]

§21.26 Eligibility; assistant grade.

(a) Requirements; all candidates. Ex-
cept as otherwise provided in this sec-
tion every candidate for examination
for appointment in the grade of assist-
ant:

(1) Shall meet the requirements for
eligibility for examination for appoint-
ment in the grade of junior assistant;

(2) Shall be at least 21 years of age;
and

(3) Shall have had at least 7 years of
educational and professional training
or experience subsequent to high
school, except that a candidate who ap-
plies for examination for appointment
in the Reserve Corps to serve as a med-
ical or dental intern may be examined
for such appointment upon the comple-
tion of 6 years of such education, train-
ing, or experience.

(b) Additional requirements; dietitians.
Every candidate for examination for
appointment as a dietitian shall have
successfully completed an approved
training course for dietetic interns.

§21.27 Eligibility; senior assistant

grade.

Every candidate for examination for
appointment in the grade of senior as-
sistant shall meet the requirements for
eligibility for examination for appoint-
ment in the grade of assistant and
shall have completed at least 10 years
of educational and professional train-
ing or experience subsequent to high
school.
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§21.28 Age requirements, Regular
Corps, senior assistant grade and
below.

No candidate for appointment to the
Regular Corps, except in the nurse cat-
egory, shall be appointed (a) after age
31 to the permanent junior assistant
grade, (b) after age 34 to the permanent
assistant grade, or (c) after age 37 to
the permanent senior assistant grade:
Provided, That the Surgeon General
may waive these age limitations, sub-
ject to other provisions of law, in the
case of any officer of the Reserve Corps
who is recommended for appointment
to the Regular Corps by the Chief of
the Bureau to which he is assigned and
who has been on continuous active
duty for at least two years imme-
diately preceding the date of such rec-
ommendation. The age limitations for
candidates who have had prior active
service in the Commissioned Corps of
the Public Health Service shall be in-
creased by the period of such service.

[27 FR 3886, Apr. 24, 1962]

§21.29 Eligibility; grades above senior
assistant grade.

Every candidate for examination for
appointment in grades above that of
senior assistant shall meet the require-
ments for eligibility for examination
for appointment in the grade of senior
assistant. Candidates for examination
for appointment in the full, senior, or
director grade shall have completed at
least 7, 14, or 15 additional years, re-
spectively, of postgraduate profes-
sional training for experience. When of-
ficers of the Service are unavailable for
the performance of duties requiring
highly specialized training and experi-
ence in special fields related to public
health, the Surgeon General may speci-
fy that a candidate for appointment to
the Regular Corps with such highly
specialized training and experience
shall be examined for appointment in
the full or senior grade upon comple-
tion of at least 5 or 12 additional years,
respectively, of postgraduate profes-
sional training or experience, except
that the total number of such appoint-
ments during a fiscal year shall not ex-
ceed three.

[21 FR 9806, Dec. 12, 1956. Redesignated at 25
FR 5184, June 10, 1960]
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§21.30 Determination of creditable
years of educational and profes-
sional training and experience.

The level of academic attainment,
the number of calendar years and the
quality of educational and professional
training and experience shall be con-
sidered in determining the number of
years of such training and experience
with which each candidate for appoint-
ment may be credited.

[256 FR 5184, June 10, 1960]

§21.31 Eligibility; all grades; academic
and professional education and pro-
fessional training and experience.

The Surgeon General is authorized,
subject to the other provisions of this
subpart to adopt additional standards
by which the education, training, and
experience required under this subpart,
and evidence thereof, shall be of such
specific kind and quality, pertinent to
the particular profession concerned, as
in his judgment are necessary to limit
the examination to qualified can-
didates.

[21 FR 9806, Dec. 12, 1956. Redesignated at 25
FR 5184, June 10, 1960]

§21.32 Boards; appointment of; powers
and duties.

The Surgeon General shall from time
to time appoint boards and subboards
of officers to consider the qualifica-
tions of candidates for appointment as
officers, and shall refer to such boards
the applications of those candidates
who are eligible for examination for
appointment. Such boards and sub-
boards shall consist of three or more
officers, the majority of whom, so far
as practicable, shall be of the same pro-
fession as the candidate. The Surgeon
General shall prescribe the duties of
boards and subboards in relation to the
examination process not otherwise pre-
scribed in this subpart.

[21 FR 9806, Dec. 12, 1956. Redesignated at 25
FR 5184, June 10, 1960]
§21.33 General service.

Officers shall be appointed only to
general service and shall be subject to
change of station.

[21 FR 9806, Dec. 12, 1956. Redesignated at 25
FR 5184, June 10, 1960]
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§21.34 Certification by candidate; re-
quirement of new physical exam-
ination.

If a candidate for appointment in the
Regular Corps or an officer of the Re-
serve Corps on inactive service has
passed a physical examination within a
period of one year from the date on
which it is contemplated that he will
be appointed or called to active duty,
he shall, prior to being appointed or
called to active duty, certify that to
the best of his knowledge and belief he
is free from all disease or injury not
noted in his record at the time of his
examination and that he is willing to
serve in any climate. If a candidate for
appointment in the Regular Corps, or
an officer of the Reserve Corps on inac-
tive service, has not passed a physical
examination within a period of one
yvear from the date on which it is con-
templated that he will be appointed or
called to active duty, he may, prior to
being appointed or called to active
duty, be required to undergo such phys-
ical examination as the Surgeon Gen-
eral may direct to determine his phys-
ical qualification for appointment or
call to active duty in accordance with
standards prescribed for original ap-
pointment, or he may be appointed or
called to active duty after executing
the certificate described in this sec-
tion, but shall be physically examined
to determine his physical qualification
for continued active service in accord-
ance with standards prescribed for
original appointment within a period of
15 days after reporting for duty at his
first station.

[21 FR 9806, Dec. 12, 1956, as amended at 24
FR 1790, Mar. 12, 1959. Redesignated at 256 FR
5184, June 10, 1960]

PROVISIONS APPLICABLE ONLY TO
REGULAR CORPS

§21.41 Professional examinations,
holding of; subjects to be included.

From time to time the Surgeon Gen-
eral may order examinations to be held
in such professions or specialties with-
in professions and for such grades as he
deems necessary for the purpose of pro-
viding merit rolls of eligible candidates
for appointment in the Regular Corps
and shall, if a professional examination
is to be required, prescribe the subjects

§21.44

relating to each profession or specialty
within such profession in which can-
didates will be examined.

[21 FR 9806, Dec. 12, 1956, as amended at 24
FR 1790, Mar. 12, 1959]

§21.42 Examinations; junior assistant,
assistant, or senior assistant grade.

The examination for appointment to
the junior assistant, assistant, or sen-
ior assistant grade in the Regular
Corps shall consist of (a) a written pro-
fessional examination relating to the
fundamentals of the candidate’s profes-
sion or specialty within his profession
and their relationship to the activities
of the Service, and (b) an examination
as to the candidate’s general fitness,
which shall include an oral interview,
and a review and evaluation of the can-
didate’s academic and professional edu-
cation and professional training and
experience, and may include other
written tests to determine the can-
didate’s fitness for appointment as an
officer. If an applicant for appointment
to any of these grades is an officer of
the Reserve Corps who has been on ac-
tive duty for not less than one year im-
mediately preceding his application,
the Surgeon General may direct that
the officer be examined as provided in
§21.43.

[21 FR 9806, Dec. 12, 1956, as amended at 24
FR 1790, Mar. 12, 1959; 25 FR 11099, Nov. 23,
1960]

§21.43 Examination; full grade and

above.

The examination for appointment to
the full, senior, or director grade in the
Regular Corps shall consist of a review
and evaluation of the candidate’s aca-
demic and professional education and
professional training and experience.
The Surgeon General may, however, di-
rect that the examination of a can-
didate for appointment to any such
grade shall also include an oral inter-
view, a written or oral professional ex-
amination, or both.

§21.44 Clinical or other practical dem-
onstration.

In the discretion of the Surgeon Gen-
eral a candidate for appointment to
any grade up to and including the sen-
ior assistant grade in the Regular
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Corps may be required to perform suc-
cessfully a clinical or other practical
demonstration which, if required, shall
constitute a part of the professional ex-
amination.

§21.45

The examination of every candidate
for appointment to any grade in the
Regular Corps shall be rated by a board
appointed pursuant to §21.30 in accord-
ance with such relative values for each
part of the examination as are pre-
scribed by the Surgeon General. No
candidate who receives a final rating
below 80 shall be appointed in the Reg-
ular Corps.

§21.46 Merit roll.

Each board appointed pursuant to
§21.30 to consider the qualifications of
candidates for appointment as officers
shall assign a numerical rating to each
candidate for appointment in the Reg-
ular Corps who passes the examination,
and shall submit a report to the Sur-
geon General of the ratings and the rel-
ative standing of all such candidates
for each grade in each profession or
specialty within a profession. The Sur-
geon General shall submit each such
report with his recommendations to
the Secretary, and, if approved by the
Secretary, the report shall constitute a
merit roll from which the Secretary
shall, in accordance with relative
standing, recommend available persons
to the President for nomination as
commissioned officers of the Regular
Corps. A board may consider any newly
discovered evidence relating to the
physical, professional, or personal
qualifications of any candidate exam-
ined for appointment. Upon rec-
ommendation of such board after re-
view of such evidence, the Surgeon
General, with the approval of the Sec-
retary, may correct the rating of a can-
didate or may qualify or disqualify a
candidate. The placing of a candidate’s
name on a merit roll shall give no as-
surance of an appointment. A merit
roll shall expire when a new merit roll
in the same profession or specialty
within a profession and grade has been
established, but no merit roll shall con-
tinue in effect longer than two years
after its approval by the Secretary.
Every candidate who has not been

Rating values.
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nominated by the President for ap-
pointment prior to the expiration of a
merit roll on which his name appears,
shall, unless he requests the oppor-
tunity to be reexamined, be rated with
the next group of candidates of the
same profession or specialty within a
profession for appointment in the same
grade and shall be given the same rat-
ing he had on the expired merit roll. If
two candidates who were examined at
the same time receive the same numer-
ical rating the elder candidate shall as-
sume relative standing on the merit
roll over the younger candidate. If a
candidate whose name is being trans-
ferred from an expired to a new merit
roll has the same numerical rating as a
candidate whose name is being placed
on the new merit roll for the first time,
the former shall assume relative stand-
ing on the merit roll over the latter.
The name of a candidate may be re-
moved from a merit roll in the event
that he refuses an appointment when
offered. No candidate’s eligibility for
appointment shall exceed two years un-
less he again becomes eligible as the
result of another examination.

[21 FR 9806, Dec. 12, 1956, as amended at 24
FR 1790, Mar. 12, 1959]

§21.47 Examination; anticipation of
meeting qualifications.

A potential candidate for appoint-
ment in any grade in the Regular Corps
may be examined within a period of
nine months prior to the date upon
which it is anticipated that he will
qualify for appointment under this sub-
part. Upon successful completion of the
examination, his name will be entered
on a merit roll. In the event that his
name, in order of relative standing
among all candidates, precedes that of
fully qualified candidates, his name,
for purpose of appointment, shall be
passed over in favor of fully qualified
candidates until such time as he be-
comes fully qualified, but in no event
shall he otherwise lose his relative
standing on the merit roll, except as
provided in §21.46. If the candidate fails
to qualify for appointment at the time
that it was anticipated that he would
qualify, his name shall be removed
from the merit roll.
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PROVISIONS APPLICABLE ONLY TO
RESERVE CORPS

§21.51 Appointment of officers having
specialized training or experience
in administration and management.

The Surgeon General may rec-
ommend for original appointment in
the Reserve Corps candidates who have
specialized training or experience in
administration and management relat-
ing to the functions of the Service. All
such candidates shall be subject to the
same eligibility requirements for origi-
nal appointment as are applicable to
other candidates, except that such a
candidate may substitute experience in
administration or management for the
requirement of professional training or
experience.

§21.52 Waiver of entrance qualifica-
tions for original appointment in
time of war or national emergency.

If, in time of war or national emer-
gency proclaimed by the President, the
Secretary determines that there is
need for commissioned personnel to
meet the needs of the Service, other
than persons eligible for examination
for original appointment under the eli-
gibility requirements prescribed in this
subpart, he may prescribe standards of
eligibility for examination for the
original appointment of officers in the
Reserve Corps without regard to such
eligibility requirements. Such stand-
ards shall, however, authorize the ex-
amination only of candidates with spe-
cialized experience in administration
or management or candidates with
training or experience in fields relating
to public health. The permanent grade
of an officer who becomes eligible for
examination for appointment pursuant
to such standards and who becomes eli-
gible for appointment after passage of
an examination shall be limited to the
junior assistant or the assistant grade,
except that, if upon examination a can-
didate is found to be exceptionally
qualified for the performance of highly
specialized duties with the Service pur-
suant to §21.55, he may be rec-
ommended for appointment to any
grade up to and including the director
grade.

[21 FR 9806, Dec. 12, 1956, as amended at 24
FR 1790, Mar. 12, 1959]

§21.55

§21.53 Examination.

The examination of candidates for
original appointment as officers to any
grade in the Reserve Corps shall con-
sist of a review and evaluation of their
academic and other education and
their training and experience. In the
discretion of the Surgeon General the
examination of any such candidate
may include an oral interview, a writ-
ten examination, or both.

§21.54 Students.

A potential candidate for appoint-
ment in the Regular Corps who is pur-
suing a course of instruction which,
upon completion, would qualify him
under §21.25 or §21.26 for examination
for appointment in the junior assistant
or assistant grade may be examined for
and appointed in the Reserve Corps in
the junior assistant grade but shall not
be called to extended active duty until
the successful completion of such
course of instruction, except that: (a)
He may be called to active duty for
purposes of training for periods not to
exceed 120 days during any fiscal year,
and (b) those students who have com-
pleted at least 3 years of collegiate or
professional study leading to the quali-
fying degree for appointment may be
called to active duty for the purpose of
completing the requirements of
§21.25(a)(3). An appointment made
under this subpart shall be terminated
upon the officer’s failure to continue a
full-time course of study or failure to
meet the requirements of §21.25(a)(3)
within 18 months after entering on ac-
tive duty.

[34 FR 706, Jan. 17, 1969]

§21.55 Appointment to higher grades;
candidates exceptionally qualified
in specialized fields.

Any candidate eligible for examina-
tion for appointment in the grade of as-
sistant pursuant to §21.26 who, upon
examination for such purpose, is found
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exceptionally qualified for the perform-
ance of duties requiring highly special-
ized training or experience may be rec-
ommended for appointment in the Re-
serve Corps in any grade up to and in-
cluding the director grade without re-
gard to the additional years of post-
graduate training or experience pre-
scribed for grades above the assistant
grade.

§21.56 Reappointment.

An officer of the Reserve Corps, after
being examined and found qualified for
reappointment, may be recommended
for reappointment to the same grade in
the event that his commission expires
before he becomes eligible for re-
appointment to a higher grade, or may
be recommended for reappointment to
a higher grade to be effective on or
after the date on which he meets the
qualifications prescribed in this sub-
part for original appointment to such
higher grade.

§21.57 Examination for reappoint-

ment.

The examination of an officer of the
Reserve Corps on active duty who is
being considered for reappointment in
such corps shall consist of a review and
evaluation of his record with the Serv-
ice. The examination of an officer of
the Reserve Corps on inactive duty who
is being considered for reappointment
in such corps shall consist of (a) a re-
view and evaluation of his record with
the Service while on active duty, if
any, and (b) the record of his training
or experience during the period of his
inactive duty preceding such examina-
tion. In the discretion of the Surgeon
General the examination for reappoint-
ment of an officer, whether on active
or inactive duty, may include an oral
interview.

§21.58 Physical examination for re-
appointment.

Every officer of the Reserve Corps
being considered for reappointment
shall undergo such physical examina-
tion as the Surgeon General may di-
rect. An officer on active duty may be
recommended for reappointment unless
he is found to have a physical dis-
ability which is determined to render
him physically unfit to perform the du-
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ties of his office under section 402 of
the Career Compensation Act of 1949,
as amended. An officer may be rec-
ommended for promotion only if he
meets the physical qualifications for
original appointment. If an officer is
not available to be physically exam-
ined because of circumstances which
make it impracticable for the Service
to require such examination, he may,
in the discretion of the Surgeon Gen-
eral, be reappointed without such ex-
amination, but shall be examined as
soon thereafter as practicable and his
physical qualification or disqualifica-
tion for continued or future active
service shall be determined on the
same basis as if the physical examina-
tion had been given prior to reappoint-
ment.

Subpart C—Involuntary Child and
Spousal Support Allotments

AUTHORITY: 37 U.S.C. 101, 15 U.S.C. 1673, 42
U.S.C. 665.

SOURCE: 49 FR 7235, Feb. 24, 1984, unless
otherwise noted.

§21.70 Purpose.

Under references 37 U.S.C. 101, 15
U.S.C. 1673, and 42 U.S.C. 665, this sub-
part provides implementing policies
governing involuntary child or child
and spousal support allotments, as-
signs responsibilities, and prescribes
procedures.

§21.71 Applicability and scope.

(a) This subpart applies to officers in
the Public Health Service Commis-
sioned Corps. The term ‘‘Public Health
Service,” hereinafter shall be referred
to as Service.

(b) Its provisions pertain to officers
of the Service under a call or order to
active duty for a period of six months
or more.

§21.72 Definitions.

(a) Child support. Periodic payments
for the support and maintenance of a
child or children, subject to and in ac-
cordance with State or local law. This
includes, but is not limited to pay-
ments to provide for health care, edu-
cation, recreation, clothing, or to meet
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other specific needs of such a child or
children.

(b) Spousal support. Periodic pay-
ments for the support and maintenance
of a spouse or former spouse in accord-
ance with State or local law. It in-
cludes, but is not limited to, separate
maintenance, alimony pendente lite,
and maintenance. Spousal support does
not include any payment for transfer of
property or its value by an individual
to his or her spouse or former spouse in
compliance with any community prop-
erty settlement, equitable distribution
of property, or other division of prop-
erty between spouse or former spouse.

(c) Notice. A court order, letter, or
similar documentation issued by an au-
thorized person, which provides notifi-
cation that an officer has failed to
make periodic support payments under
a support order.

(d) Support order. Any order providing
for child or child and spousal support
issued by a court of competent jurisdic-
tion or by administrative procedures
established under State law that af-
fords substantially due process and is
subject to judicial review. A court of
competent jurisdiction includes Indian
tribal courts within any State, terri-
tory, or possession of the United States
and the District of Columbia.

(e) Authorized person. (1) Any agent or
attorney of any State having in effect
a plan approved under part D of title
IV of the Social Security Act (42 U.S.C.
651-665), who has the duty or authority
to seek recovery of any amounts owed
as child or child and spousal support
(including, when authorized under a
State plan, any official of a political
subdivision); and (2) the court which
has authority to issue an order against
the officer for the support and mainte-
nance of a child, or any agent of such
court.

(f) Active duty. Full-time duty in the
Service, including full-time training
duty.

(g) Legal officer. Shall be an officer of
the Service or employee of the Depart-
ment who is a lawyer and who has sub-
stantial knowledge of the regulations,
policies, and procedures relating to the
implementation of section 172 of Pub.
L. 97-248.

§21.74

§21.738 Policy.

(a) It is the policy of the Department
of Health and Human Services to with-
hold allotments from pay and allow-
ances of commissioned officers on ac-
tive duty in the Service to make invol-
untary allotments from pay and allow-
ances as payment of child, or child and
spousal, support payments when the of-
ficer has failed to make periodic pay-
ments under a support order in a total
amount equal to the support payable
for two months or longer. Failure to
make such payments shall be estab-
lished by notice from an authorized
person to the designated official of the
Department. Such notice shall specify
the name and address of the payee to
whom the allotment is payable. The
amount of the allotment shall be the
amount necessary to comply with the
support order including amounts for
arrearages as well as for current sup-
port. However the amount of the allot-
ment, when added to any other
amounts withheld from the officer’s
pay pursuant to a support order, shall
not exceed the limits for involuntary
allotments from pay as prescribed in
section 303 (b) and (c) of the Consumer
Credit Protection Act, 15 U.S.C. 1673.
An allotment under this Subpart shall
be adjusted or discontinued upon no-
tice from any authorized person.

(b) Notwithstanding the above, no ac-
tion shall be taken to withhold an al-
lotment from the pay and allowances
of any officer until such officer has had
an opportunity to consult with a legal
officer of the Department to discuss
the legal and other factors involved
with respect to the officer’s support ob-
ligation and his or her failure to make
payments. The Department shall exer-
cise continuing good faith efforts to ar-
range such a consultation, but must
begin to withhold allotments on the
first end-of-month payday after 30 days
have elapsed since notice of an oppor-
tunity to consult was sent to the offi-
cer.

§21.74 Responsibilities.

(a) The General Counsel, Office of the
Secretary, Department of Health and
Human Services, shall be the Des-
ignated Official for the Department
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and shall provide guidance to the Serv-
ice regarding administration of the
provisions of these regulations.

(b) The Commissioned Personnel Op-
erations Division, Office of Personnel
Management, Office of Management,
Office of the Assistant Secretary for
Health, shall implement the provisions
of these regulations.

§21.75 Procedures.

(a) Service of notice. (1) An authorized
person shall serve on the designated of-
ficial of the Department a signed no-
tice including:

(i) Full name of the officer;

(ii) Social security number of the of-
ficer;

(iii) Duty station location of the offi-
cer, if known;

(iv) A statement that support pay-
ments are delinquent by an amount at
least equal to the amount of support
payable for two months;

(v) A photocopy, along with any
modifications, of the underlying sup-
port order;

(vi) A statement of the amount of ar-
rearages provided for in the court order
and the amount which is to be applied
each month toward liquidation of the
arrearages, if applicable;

(vii) The full name and address of the
payee to whom the allotment will be
payable;

(viii) Any limitations on the duration
of the support allotment.

(2) The service of notice shall be ac-
complished by certified or registered
mail, return receipt requested, or by
personal service, upon the appropriate
designated official of the Department.
The designated official shall note the
date and time of receipt on the notice.

(3) Valid service is not accomplished
until the notice is received in the office
of the designated official.

(4) If the order of a court or duly au-
thorized administrative agency seeks
collection of arrearages, the notice
must state that the support allotment
qualifies for the additional 5 percent in
excess of the maximum percentage lim-
itations found in 15 U.S.C. 1673. Sup-
porting evidence must be submitted to
the Department establishing that the
support order is 12 or more weeks in ar-
rears.
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(56) When the information submitted
is not sufficient to identify the officer
the notice shall be returned directly to
the authorized person with an expla-
nation of the deficiency. However, be-
fore returning the notice, an attempt
should be made to inform the author-
ized person who caused the notice to be
served that it will not be honored un-
less adequate information is supplied.

(6) Upon proper service of notice of
delinquent support payments and to-
gether with all required supplementary
documents and information, the Serv-
ice shall identify the officer from
whom moneys are due and payable. The
pay of the officer shall be reduced by
the amount necessary to comply with
the support order and liquidate arrear-
ages if any, if provided by order of a
court or duly authorized administra-
tive agency. The maximum amount to
be alloted under the provision together
with any other moneys withheld from
the officer for support pursuant to a
court order may not exceed:

(i) 50 percent of the officer’s dispos-
able earnings for any month when the
officer asserts by affidavit or other ac-
ceptable evidence that he or she is sup-
porting a spouse or dependent child or
both, other than a party in the support
order. When the officer submits evi-
dence, copies shall be sent to the au-
thorized person, together with notifica-
tion that the officer’s support claim
will be honored. If the support claim is
contested by the authorized person, the
authorized person may refer it to the
appropriate court or other authority
for resolution. Pending resolution of a
contested support claim, the allotment
shall be made but the amount of such
allotment may not exceed 50 percent of
the officer’s disposable earnings;

(ii) 60 percent of the officer’s dispos-
able earnings for any month when the
officer fails to assert by affidavit or
other acceptable evidence, that he or
she is supporting a spouse or dependent
child or both;

(iii) Regardless of the limitations
above, an additional five percent of the
officer’s disposable earnings shall be
withheld when it is stated in the notice
that the officer is in arrears in an
amount equivalent to 12 or more
weeks’ support.
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(b) Disposable earnings. (1) The fol-
lowing moneys, as defined in the U.S.
Public Health Service Commissioned
Corps Personnel Manual, are subject to
inclusion in computation of the offi-
cer’s disposable earnings:

(1) Basic pay;

(ii) Basic allowances for quarters for
officers with dependents and officers
without dependents;

(iii) Basic allowance for subsistence;

(iv) Special pay for physicians, den-
tists, optometrists, and veterinarians;

(v) Hazardous duty pay;

(vi) Flying pay; and

(vii) Family separation allowances
(only for officers assigned outside the
contiguous United States).

(c) Ezclusions. The following moneys
are excluded from the computation of
the officer’s disposable earnings.
Amounts due from or payable by the
United States shall be offset by any
amounts:

(1) Owed by the officer to the United
States.

(2) Required by law to be deducted
from the remuneration or other pay-
ment involved including but not lim-
ited to:

(i) Amounts withheld from benefits
payable under title II of the Social Se-
curity Act when the withholding is re-
quired by law;

(ii) FICA.

(3) Properly withheld for Federal and
State income tax purposes if the with-
holding of the amounts is authorized or
required by law and if amounts with-
held are not greater than would be the
case if the individual claimed all de-
pendents to which he or she were enti-
tled. The withholding of additional
amounts pursuant to 26 U.S.C. 3402(i)
may be permitted only when the officer
presents evidence of a tax obligation
which supports the additional with-
holding.

(4) Deducted for the Servicemen’s
Group Life Insurance coverage.

(5) Advances of pay that may be due
and payable by the officer in the fu-
ture.

(d) Officer Notification. (1) As soon as
possible, but not later than 30 calendar
days after the date of receipt of notice,
the Commissioned Personnel Oper-
ations Division shall send to the officer

§21.75

at his or her duty station, written no-
tice:

(i) That notice has been served, in-
cluding a copy of the documents sub-
mitted;

(ii) Of the maximum limitations set
forth, with a request that the officer
submit supporting affidavits or other
documentation necessary for deter-
mining the applicable percentage limi-
tation;

(iii) That by submitting supporting
affidavits or other necessary docu-
mentation, the officer consents to the
disclosure of such information to the
party requesting the support allot-
ment;

(iv) Of the amount of percentage that
will be deducted if the officer fails to
submit the documentation necessary to
enable the designated official of the
Service to respond to the legal process
within the time limits set forth;

(v) That a consultation with a legal
officer is authorized and will be pro-
vided by the Department. The name,
address, and telephone number of the
legal officer will be provided;

(vi) That the officer may waive the
personal consultation with a legal offi-
cer; however if consultation is waived
action will be taken to initiate the al-
lotment by the first end-of-month pay-
day after notification is received that
the officer has waived his/her consulta-
tion;

(vii) That the allotment will be initi-
ated without the officer having re-
ceived a personal consultation with a
legal officer if the legal officer provides
documentation that consultation could
not be arranged even though good faith
attempts to do so had been made; and

(viii) Of the date that the allotment
is scheduled to begin.

(2) The Commissioned Personnel Op-
erations Division shall inform the ap-
propriate legal officer of the need for
consultation with the officer and shall
provide the legal officer with a copy of
the notice and other legal documenta-
tion served on the designated official.

(3) If possible, the Commissioned Per-
sonnel Operations Division shall pro-
vide the officer with the following:

(i) A consultation in person with the
appropriate legal officer to discuss the
legal and other factors involved with
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the officer’s support obligation and his/
her failures to make payment;

(ii) Copies of any other documents
submitted with the notice.

(4) The legal officer concerned will
confirm in writing to the Commis-
sioned Personnel Operations Division
within 30 days of notice that the officer
received a consultation concerning the
officer’s support obligation and the
consequences of failure to make pay-
ments. The legal officer concerned
must advise the Commissioned Per-
sonnel Operations Division of the in-
ability to arrange such consultation
and the status of continuing efforts to
contact the officer.

(e) Lack of money. (1) When notice is
served and the identified officer is
found not to be entitled to any moneys
due from or payable by the Department
of Health and Human Services, the
Commissioned Personnel Operations
Division shall return the notice to the
authorized person, and advise in writ-
ing that no moneys are due from or
payable by the Department of Health
and Human Services to the named indi-
vidual.

(2) Where it appears that moneys are
only temporarily exhausted or other-
wise unavailable, the Commissioned
Personnel Operations Division shall ad-
vise the authorized person in writing
on a timely basis as to why, and for
how long, the moneys will be unavail-
able.

(3) In instances where the officer sep-
arates from active duty, the authorized
person shall be informed in writing on
a timely basis that the allotment is
discontinued.

(f) Effective date of allotment. Allot-
ments shall be withheld beginning on
the first end-of-month payday after the
Commissioned Personnel Operations
Division is notified that the officer has
had a consultation with a legal officer,
has waived his/her right to such con-
sultation, or the legal officer has sub-
mitted documentation that a consulta-
tion with the officer could not be ar-
ranged after good faith attempts to do
so were made by the legal officer. The
Service shall not be required to vary
its normal allotment payment cycle to
comply with the notice.

(g) Designated official. Department of
Health and Human Services, General
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Counsel, Room 5362 North Building, 330
Independence Avenue, SW., Wash-
ington, DC 20201.

(Approved by the Office of Management and
Budget under control number 0937-0123)

PART 22—PERSONNEL OTHER THAN
COMMISSIONED OFFICERS

HANSEN’S DISEASE DUTY BY PERSONNEL
OTHER THAN COMMISSIONED OFFICERS

Sec.

22.1 Duty at a station of the Service de-
voted to the care of Hansen’s disease pa-
tients; additional pay.

SPECIAL CONSULTANTS

22.3 Appointment of special consultants.
22.5 Leave without pay while on detail.

AUTHORITY: Sec. 208(e) of the Public Health
Service Act, 42 U.S.C. 210(e); E.O. 11140, 29 FR
16317.

HANSEN’S DISEASE DUTY BY PERSONNEL
OTHER THAN COMMISSIONED OFFICERS

§22.1 Duty at a station of the Service
devoted to the care of Hansen’s dis-
ease patients; additional pay.

(a) Non-commissioned officers and
other employees of the Service shall
not receive any additional compensa-
tion by reason of being assigned to any
duty requiring intimate contact with
persons with Hansen’s disease. How-
ever, any such officer or employee who
was entitled, on January 4, 1986, to re-
ceive additional pay by reason of being
assigned to full-time duty, for a period
of 30 days or more, at a station of the
Service devoted to the care of Hansen’s
disease patients and who continues to
be assigned to such duty, shall receive
special pay as long as such assignment
continues without a break.

(b) Such special pay shall, on any fu-
ture date, be at an annual dollar level
equal to the lower of the levels that
would be paid under the following sub-
paragraphs:

(1) 25% of the lowest level of basic
pay that he or she has been receiving
on any date from January 4, 1986,
through that future date;

(2) The amount by which the level of
an employee’s basic pay plus special
pay on January 4, 1986, exceeds the
level of that employee’s basic pay on
that on that future date, except that
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the special pay under this subpara-
graph shall not be less that 12 times
the monthly special pay then paid to
Commissioned Officers entitled to spe-
cial pay for duty involving intimate
contact with persons who have Han-
sen’s disease. (As of October 24, 1985,
that monthly rate was $110.)

(c) An officer or employee may be
paid special pay for any pay period,
under paragraphs (a) and (b) of this sec-
tion, only to the extent that it does not
cause his or her aggregate pay for that
pay period to exceed the biweekly rate
of basic pay for Level V of the Execu-
tive Schedule. As used in this para-
graph, ‘‘aggregate pay’ comprises
basic pay, this special pay, and pre-
miums for overtime, nightwork, irreg-
ular duty, standby status, and Sunday
or holiday work.

[60 FR 43146, Oct. 24, 1985]
SPECIAL CONSULTANTS

§22.3 Appointment of special consult-
ants.

(a) When the Public Health Service
requires the services of consultants
who cannot be obtained when needed
through regular Civil Service appoint-
ment or under the compensation provi-
sions of the Classification Act of 1949,
special consultants to assist and advise
in the operations of the Service may be
appointed, subject to the provisions of
the following paragraphs and in accord-
ance with such instructions as may be
issued from time to time by the Sec-
retary of Health and Human Services.

(b) Appointments, pursuant to the
provisions of this section, may be made
by those officials of the Service to
whom authority has been delegated by
the Secretary or his designee.

(c) The per diem or other rates of
compensation shall be fixed by the ap-
pointing officer in accordance with cri-
teria established by the Surgeon Gen-
eral.

(Sec. 208(c), 58 Stat. 686, as amended; 42

U.S.C. 209(e); sec. 207(f), 58 Stat. 686 as
amended by 62 Stat. 40; 42 U.S.C. 209(f))

[21 FR 9821, Dec. 12, 1956, as amended at 31
FR 12939, Oct. 5, 1966]
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§22.5 Leave without pay while on de-
tail.

The Secretary or his delegate may,
pursuant to section 214(d) of the Public
Health Service Act, 42 U.S.C. 215(d),
and with the consent of the officer or
employee concerned, arrange, through
agreements or otherwise, for a civilian
officer or employee of the Public
Health Service to be placed on leave
without pay for the period of a detail
to a State, a subdivision thereof, or a
private non-profit institution and be
paid by the non-Federal organization.
Such an arrangement may be for a pe-
riod of not to exceed 2 years, but may
be extended for additional periods of
not to exceed 2 years each.

(Sec. 215, 58 Stat. 690, as amended; 42 U.S.C.
216)

[33 FR 18981, Dec. 20, 1968]

PART 23—NATIONAL HEALTH
SERVICE CORPS

Subpart A—Assignment of National Health
Service Corps Personnel

Sec.

23.1 To what entities does this regulation
apply?

23.2 Definitions.

23.3 What entities are eligible to apply for
assignment?

23.4 How must an entity apply for assign-
ment?

23.6 What are the criteria for deciding
which applications for assignment will be
approved?

23.6 What are the criteria for determining
the entities to which National Health
Service Corps personnel will be assigned?

23.7 What must an entity agree to do before
the assignment is made?

23.8 What operational requirements apply
to an entity to which National Health
Service Corps personnel are assigned?

23.9 What must an entity to which National
Health Service Corps personnel are as-
signed (i.e., a National Health Service
Corps site) charge for the provision of
health services by assigned personnel?

23.10 Under what circumstances may a Na-
tional Health Service Corps site’s reim-
bursement obligation to the Federal Gov-
ernment be waived?

23.11 Under what circumstances may the
Secretary sell equipment or other prop-
erty of the United States used by the Na-
tional Health Service Corps site?

23.12 Who will supervise and control the as-
signed personnel?
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23.13 What nondiscrimination requirements
apply to National Health Service Corps
sites?

Subpart B—Private Practice Special Loans
for Former Corps Members

23.21 Definitions.

23.22 What is the purpose of a private prac-
tice loan?

23.23 Who is eligible to receive a private
practice option loan?

23.24 In what amounts are loans made?

23.25 How will interest rates for loans be de-
termined?

23.26 How is the loan repaid?

23.27 What happens if scheduled payments
are late?

23.28 What events constitute default?

23.29 What happens in the case of a default?

23.30 May the loan be prepaid?

23.31 May loan payments be postponed or
waived?

23.32 What conditions are imposed on the
use of the loan funds?

23.33 What security must be given for these
loans?

23.34 What other conditions are imposed?

23.35 What criteria are used in making
loans?

Subpart C—Private Startup Loans

23.41 What conditions are applicable to
loans under this subpart?

AUTHORITY: Secs. 333, 338E(c), and
338C(e)(1), Public Health Service Act. 90 Stat.
2272, as amended, 95 Stat. 905, 97 Stat. 1345 (42
U.S.C. 2564f et seq.), 95 Stat. 912 (42 U.S.C.
254p(c)), 95 Stat. 910 (42 U.S.C. 254n(e)(1)).

SOURCE: 45 FR 12790, Feb. 27, 1980, unless
otherwise noted.

Subpart A—Assignment of Na-
tional Health Service Corps
Personnel

§23.1 To what entities does this regu-
lation apply?

This regulation applies to the assign-
ment of National Health Service Corps
personnel under section 333 et seq. of
the Public Health Service Act (42
U.S.C. 254f) to provide health services
in or to health manpower shortage
areas as designated under section 332 of
the Public Health Service Act (42
U.S.C. 254e).

§23.2 Definitions.

As used in this subpart:
Act means the Public Health Service
Act, as amended.

42 CFR Ch. I (10-1-14 Edition)

Assigned National Health Service Corps
personnel or Corps personnel means
health personnel of the Regular and
Reserve Corps of the Public Health
Service Commissioned Corps and civil-
ian personnel as designated by the Sec-
retary including, but not limited to,
physicians, dentists, nurses, and other
health professions personnel who are
assigned under section 333 of the Act
and this regulation.

Health manpower shortage area means
the geographic area, the population
group, the public or nonprofit private
medical facility or any other public fa-
cility which has been determined by
the Secretary to have a shortage of
health manpower under section 332 of
the Act and its implementing regula-
tion (42 CFR part 5).

National Health Service Corps Ssite
means the entity to which personnel
have been assigned under section 333 of
the Act and this regulation to provide
health services in or to health man-
power shortage area.

Nonprofit private entity means as enti-
ty which may not lawfully hold or use
any part of its net earnings to the ben-
efit of any private shareholder or indi-
vidual and which does not hold or use
its net earnings for that purpose.

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of that De-
partment to whom the authority in-
volved has been delegated.

§23.3 What entities are eligible to
apply for assignment?

Any public or nonprofit private enti-
ty which is located in a health man-
power shortage area, or has a dem-
onstrated interest in the shortage area,
may apply for the assignment of Na-
tional Health Service Corps personnel.

§23.4 How must an entity apply for as-
signment?

(a) An application for the assignment
of National Health Service Corps per-
sonnel must be submitted to the Sec-
retary by an eligibe applicant in the
form and at the time prescribed by the
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Secretary.! The application must be
signed by an individual authorized to
act for the applicant and to assume on
behalf of the applicant the obligations
imposed by law, the Act, this regula-
tion, and any additional conditions of
assignment imposed under these au-
thorities.

(b) In addition to other pertinent in-
formation required by the Secretary,
an application for the assignment of
Corps personnel must include—

(1) A description of the applicant’s
overall organizational structure;

(2) A justification of the request for
the assignment of personnel based upon
the needs of the health manpower
shortage area;

(3) A description of the applicant’s fi-
nancial plan for operating the National
Health Service Corps site including a
proposed budget, sources of non-Fed-
eral support obtained, and the proposed
expenditures for obtaining adequate
support staff, equipment and supplies;

(4) A list of the proposed fees and dis-
counted fees to be charged for the pro-
vision of health services; and

(5) If an entity wishes to request an
interest free loan (not to exceed $50,000)
under section 335(c) of the Act to assist
the applicant in establishing the prac-
tice of the assigned National Health
Service Corps personnel, a detailed jus-
tification of the amount requested
must be included.

(c) An application for assignment
must include evidence that the appli-
cant has provided a copy of the com-
pleted application for review to (1)
each health systems agency designated
under section 1515 of the Act for the
health service area which includes all
or part of the health manpower short-
age area for which as assignment of
National Health Service Corps per-
sonnel is sought or (2) if no health sys-
tems agency has been designated for
such a health service area, to each
State health planning and development
agency designated under section 1521 of
the Act for each State which includes
all or part of the health manpower
shortage area for which an assignment

1 Applications and instructions may be ob-
tained from Regional Offices of the Depart-
ment of Health and Human Services at the
addresses set forth at 45 CFR 5.31(b).

§23.6

of National Health Service Corps per-
sonnel is sought.

(d) If an application for assignment is
filed by an applicant which had pre-
viously been assigned National Health
Service Corps personnel under an
agreement entered into under section
329 of the Act as in effect before Octo-
ber 1, 1977, or under section 334 of the
Act, the applicant must provide the in-
formation the Secretary considers nec-
essary to make the determinations re-
quired by section 333(a)(1)(D) of the
Act.

[45 FR 12790, Feb. 27, 1980, as amended at 51
FR 31948, Sept. 8, 1986]

§23.5 What are the criteria for decid-
ing which applications for assign-
ment will be approved?

(a) In approving or disapproving an
application for assignment of Corps
personnel, the Secretary will consider,
among other pertinent factors:

(1) The applicant’s ability and plans
to meet the operational requirements
in §23.8.

(2) The administrative and manage-
rial capability of the applicant.

(3) The soundness of the applicant’s
financial plan for operating the Na-
tional Health Service Corps site.

(4) The extent to which community
resources will be used in operating the
National Health Service Corps site.

(5) Comments received from any des-
ignated health systems agency or any
designated State health planning and
development agency to which an appli-
cation was submitted for review under

§23.4(c).
(6) Comments received from health
professional societies serving the

health manpower shortage area.

(b) Special consideration for the as-
signment of Corps personnel will be
given to the entity which is located in
a health manpower shortage area over
an entity which is not located in a
health manpower shortage area but has
a demonstrated interest in it.

§23.6 What are the criteria for deter-
mining the entities to which Na-
tional Health Service Corps per-
sonnel will be assigned?

(a) The Secretary may, upon approv-
ing an application for the assignment
of personnel and after entering into an
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agreement with an applicant under
§23.7, assign National Health Service
Corps personnel to provide health serv-
ices in or to a health manpower short-
age area.

(b) In assigning National Health
Service Corps personnel to serve in a
health manpower shortage area, the
Secretary will seek to assign personnel
who have those characteristics which
will increase the probability of their
remaining to serve in the health man-
power shortage area upon completion
of the period of assignment. In addi-
tion, the Secretary will apply a weight-
ed-value system in which the first fac-
tor listed below is assigned the great-
est weight and the second, and third
factors are assigned lesser weights in
descending order:

(1) The need of the health manpower
shortage area as determined by criteria
established under section 332(b) of the
Act.

(2) The willingness of individuals,
government agencies, or health enti-
ties within the health manpower short-
age area to cooperate with the Na-
tional Health Service Corps in pro-
viding effective health services.

(3) The comments of health profes-
sional societies serving the health
manpower shortage area.

[45 FR 12790, Feb. 27, 1980, as amended at 51
FR 31948, Sept. 8, 1986]

§23.7 What must an entity agree to do
before the assignment is made?

(a) Requirements. To carry out the
purposes of section 334 of the Act, each
National Health Service Corps site
must enter into an agreement with the
Secretary under which the site agrees
to:

(1) Be responsible for charging for
health services provided by assigned
National Health Service Corps per-
sonnel;

(2) Take reasonable action for the
collection of the charges for those
health services;

(3) Reimburse the United States the
sums required under section 334 of the
Act; and

(4) Prepare and submit an annual re-
port. The agreement will set forth the
period of assignment (not to exceed 4
years), the number and type of Corps
personnel to be assigned to the site,

42 CFR Ch. I (10-1-14 Edition)

and other requirements which the Sec-
retary determines necessary to carry
out the purposes of the Act.

(b) Termination. An agreement en-
tered into under this section may be
terminated by either party on 30-days
written notice or modified by mutual
consent consistent with section 333 of
the Act.

[45 FR 12790, Feb. 27, 1980, as amended at 51
FR 31948, Sept. 8, 1986]

§23.8 What operational requirements
apply to an entity to which Na-
tional Health Service Corps per-
sonnel are assigned?

Each National Health Service Corps
site must:

(a) Operate a health care delivery
system within a planned or existing
community structure to assure:

(1) The provision of high quality com-
prehensive health care;

(2) To the extent feasible, full profes-
sional health care coverage for the
health manpower shortage area;

(3) Continuum of care; and

(4) The availability and accessibility
of secondary and tertiary health care
(the two more sophisticated levels of
health care beyond primary care);

(b) Establish and maintain a patient
record system;

(c) Implement a system for maintain-
ing the confidentiality of patient
records;

(d) Meet the requirements of applica-
ble fire and safety codes;

(e) Develop, to the extent feasible,
linkages with other health care facili-
ties for the provision of services which
supplement or complement the services
furnished by the assigned Corps per-
sonnel;

(f) Operate a quality assurance sys-
tem which meets the requirements of
42 CFR 51c¢.303(c) for the establishment
and operation of a quality assurance
system in a community health center;
and

(g) Establish basic data, cost ac-
counting, and management informa-
tion and reporting systems as pre-
scribed by the Secretary.
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§23.9 What must an entity to which
National Health Service Corps per-
sonnel are assigned (i.e., a National
Health Service Corps site) charge
for the provision of health services
by assigned personnel?

(a) Except as provided in paragraph
(b) of this section, individuals receiv-
ing services from assigned National
Health Service Corps personnel must
be charged on a fee-for-service or other
basis at a rate which is computed to
permit recovery of the value of the
services and is approved by the Sec-
retary.

(b) In determining whether to ap-
prove fees to be charged for health
services, the Secretary will consider:
The costs to the National Health Serv-
ice Corps of providing the health serv-
ices; the costs to the health manpower
shortage area for providing the serv-
ices; and the charges for similar serv-
ices by other practitioners or facilities
in or nearby the health manpower
shortage area. However, if assigned Na-
tional Health Service Corps personnel
are providing services within the
framework of an established health
services delivery system, the Secretary
may approve the fees charged under
that system without regard to the fore-
going factors.

(c)(1) No charge or a nominal charge
will be made for health services pro-
vided by assigned National Health
Service Corps personnel to individuals
within the health manpower shortage
area with annual incomes at or below
the “CSA Income Poverty Guidelines”
(45 CFR 1060.2). However, no individual
will be denied health services based
upon inability to pay for the services.
Any individual who has an annual in-
come above the ‘“CSA Income Poverty
Guidelines,” but whose income does
not exceed 200 percent of the CSA lev-
els, will receive health services at a
nominal charge. However, charges will
be made for services to the extent that
payment will be made by a third party
which is authorized or under legal obli-
gation to pay the charges.

(2) The provisions of this paragraph
also apply with respect to services pro-
vided by an individual who is fulfilling
an NHSC scholarship obligation under
section 7563 or who received a special
grant under section 755.

§23.10

§23.10 Under what circumstances may
a National Health Service Corps
site’s reimbursement obligation to
the Federal Government be waived?

(a) The Secretary may waive in
whole or in part the reimbursement re-
quirements of section 334(a)(3) of the
Act if he determines that:

(1) The National Health Service
Corps site is financially unable to meet
the reimbursement requirements or
that compliance with those require-
ments will unreasonably limit the abil-
ity of the site to adequately support
the provision of services by assigned
Corps personnel. In making these de-
terminations, the Secretary will con-
sider—

(1) The costs necessary to adequately
support the health services provided by
the assigned National Health Service
Corps personnel and the income and fi-
nancial resources available to meet the
costs;

(ii) The ability of the applicant to ob-
tain credit from suppliers, lending in-
stitutions, private organizations and
individuals;

(iii) The need of the health manpower
shortage area for health services; and

(iv) The extent to which the National
Health Service Corps site utilizes
health professions personnel.

(2) A significant percentage of the in-
dividuals who are located in the health
manpower shortage area and are re-
ceiving the health services of the as-
signed National Health Service Corps
personnel are elderly, living in poverty,
or have other characteristics which in-
dicate an inability to pay. For purposes
of this section, ‘‘elderly’ means per-
sons 65 years or older and the ‘‘CSA In-
come Poverty Guidelines’ will be used
as the standard for determining wheth-
er individuals are living in poverty.
Other characteristics indicating inabil-
ity to pay include, but are not to be
limited to, the ratio of unemployment
in the health manpower shortage area
and the area’s cost-of-living index.

(b) The Secretary may waive in
whole or in part the reimbursement re-
quirements of section 334(f)(1) of the
Act if he or she determines that the
National Health Service Corps site is a
small health center (as defined by sec-
tion 334(f)(5) of the Act) that needs all
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or part of the amount otherwise pay-
able to—

(1) Expand or improve its provision of
health services;

(2) Increase the number of individuals
served;

(3) Renovate or modernize facilities
for its provision of health services;

(4) Improve the administration of its
health service programs; or

(5) Establish a financial reserve to as-
sure its ability to continue providing
health services;

(c) Where the Secretary determines
that a National Health Service Corps
site is eligible for a waiver under para-
graph (a) (1) or (2) of this section. the
Secretary may waive the application of
the reimbursement requirements of
section 334(a)(3) of the Act and apply
the reimbursement requirements of
section 334(f)(1) of the Act. The Sec-
retary may waive in whole or in part
the reimbursement requirements of
section 334(f)(1) for such a site if he or
she determines that the National
Health Service Corps site meets the re-
quirements of paragraph (a)(1) of this
section. Funds retained by a National
Health Service Corps site as a result of
such waiver must be used for the pur-
poses set forth in paragraphs (b) (1)
through (5b) of this section.

(d) Requests for a prospective or ret-
rospective waiver must be made at the
time and in the manner and contain
the documentation prescribed by the
Secretary.

[45 FR 12790, Feb. 27, 1980, as amended at 51
FR 31948, Sept. 8, 1986]

§23.11 Under what circumstances may
the Secretary sell equipment or
other property of the United States
used by the National Health Service
Corps site?

(a) Upon expiration of the assign-
ment of all Corps personnel to a health
manpower shortage area, the Secretary
may sell equipment and other property
of the United States used by the as-
signed personnel. The equipment may
be sold at the fair market value or less
than the fair market value to any enti-
ty providing health services in or to a
health manpower shortage area if the
Secretary determines that an entity is
unable to pay the fair market value. In
determining whether an entity is fi-

42 CFR Ch. I (10-1-14 Edition)

nancially unable to purchase equip-
ment or property at fair market value,
the Secretary will consider (1) the
present financial resources of the enti-
ty available to purchase the equipment
or property based upon its current li-
abilities, and (2) the entity’s ability to
obtain the funds necessary to purchase
the equipment or property. However,
the Secretary will not sell the equip-
ment or property for less than fair
market value to a profitmaking orga-
nization unless the organization gives
reasonable assurance that it will use
the equipment or property to provide
health services in or to the health
manpower shortage area.

(b) The Secretary will give priority
to sales to an entity providing reason-
able assurance that it will use the
equipment or property for the purpose
of retaining within the health man-
power shortage area National Health
Service Corps personnel who have com-
pleted their assignments.

§23.12 Who will supervise and control
the assigned personnel?

Assigned National Health Service
Corps personnel will at all times re-
main under the direct supervision and
control of the Secretary. Observance of
institutional rules and regulations by
the assigned personnel is a mere inci-
dent of the performance of their Fed-
eral functions and does not alter their
direct professional and administrative
responsibility to the Secretary.

§23.13 What nondiscrimination re-
quirements apply to National
Health Service Corps sites?

National Health Service Corps sites
are advised that in addition to com-
plying with the terms and conditions of
this regulation, the following laws and
regulations are applicable—

(a) Title VI of the Civil Rights Act of
1964 (43 U.S.C. 2000d et seq.) and its im-
plementing regulations, 45 CFR part 80
(prohibiting discrimination in federally
assisted programs on the grounds of
race, color, or national origin); and

(b) Section 504 of the Rehabilitation
Act of 1973 (29 U.S.C. 794) and its imple-
menting regulations, 45 CFR part 84
(prohibiting discrimination in federally
assisted programs on the basis of hand-
icap).
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(c) The Age Discrimination Act of
1975 (42 U.S.C. 6101 et seq.) and its im-
plementing regulations, 45 CFR part 91
(prohibiting nondiscrimination on the
basis of age in HHS programs or activi-
ties receiving Federal financial assist-
ance).

[46 FR 12790, Feb. 27, 1980, as amended at 49
FR 38109, Sept. 27, 1984]

Subpart B—Private Practice Spe-
cial Loans for Former Corps
Members

SOURCE: 51 FR 31948, Sept. 8, 1986, unless
otherwise noted.

§23.21 Definitions.

As used in this subpart, terms have
the same meanings as those given to
them in subpart A, §23.2. In addition:

National Health Service Corps scholar-
ship recipient means an individual re-
ceiving a scholarship under the Public
Health and National Health Service
Corps Scholarship Training Program
authorized by section 225 of the Act as
in effect on September 30, 1977, and re-
pealed on October 1, 1977, or a scholar-
ship under the NHSC Scholarship Pro-
gram authorized by section 338A of the
Act, formerly section 751 of the Act.

Private full-time clinical practice means
the provision of ambulatory clinical
services for a minimum of 40 hours per
week for at least 45 weeks a year, in-
cluding the provision of hospital cov-
erage services appropriate to meet the
needs of patients treated and to assure
continuity of care. The 40 hours per
week must be performed in no less than
4 days per week with no more than 12
hours of work being performed in any
24-hour period.

§23.22 What is the purpose of a pri-
vate practice loan?

The purpose of the private practice
loan is to assist NHSC scholarship re-
cipients in establishing private full-
time clinical practices in designated
health manpower shortage areas.

§23.23 Who is eligible to receive a pri-
vate practice option loan?

(a) Eligibility for loans is limited to

NHSC scholarship recipients who have

completed at least 2 years of their serv-

§23.27

ice obligations at a NHSC site. NHSC
scholarship recipients remain eligible
for loans under this subpart for 1 year
after they have completed their service
obligations at a NHSC site.

(b) Scholarship recipients who are in
arrears 31 days or more on a Health
Professions Student Loan (42 U.S.C.
294m et seq.), Health Education Assist-
ance Loan (42 U.S.C. 294, et seq.), Nurs-
ing Student Loan (42 U.S.C. 297a et
seq.), or any other Federally guaran-
teed or direct student loan are ineli-
gible for this loan program.

(c) NHSC scholarship recipients who
have received loans under either this
subpart or subpart C of this part are in-
eligible for loans under this subpart.

§23.24 In what amounts are loans
made?

The Secretary may make loans ei-
ther in the amount of $12,500, if the re-
cipient agrees to practice in accord-
ance with the loan agreement for a pe-
riod of at least 1 year but less than 2
years, or $25,000, if the recipient agrees
to practice in accordance with the loan
agreement for a period of at least 2
years.

§23.25 How will interest rates for
loans be determined?

Interest will be charged at the Treas-
ury Current Value of Funds (CVF) rate
in effect on April 1 immediately pre-
ceding the date on which the loan is
approved and will accrue from the date
the loan funds are disbursed to the bor-
rower.

§23.26 How is the loan repaid?

Payments shall be made at monthly
intervals, beginning 1 month from the
date of the loan disbursement, in ac-
cordance with the repayment schedule
established by the Secretary and set
forth in the loan agreement. Only in-
terest payments are required during
the first 2 years. The repayment sched-
ule may be extended in accordance
with §23.31(a).

§23.27 What happens if scheduled pay-
ments are late?

(a) Failure to make full payment of
principal and/or interest when due will
subject the borrower to the assessment
of administrative costs and penalty
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charges, in addition to the regular in-
terest charge, in accordance with 45
CFR part 30.

(b) Failure to make full payment of
principal and/or interest when due may
result in the Secretary placing the bor-
rower in default of the loan. See
§23.28(a).

§23.28 What events constitute default?

The following events will constitute
defaults of the loan agreement:

(a) Failure to make full payment of
principal and/or interest when due, and
continuance of that failure for a period
of sixty (60) days, or a lesser period of
time if the Secretary determines that
more immediate action is necessary in
order to protect the interests of the
Government.

(b) Failure to perform or observe any
of the terms and conditions of the loan
agreement and continuance of that
failure for a period of sixty (60) days.

(c) The institution of bankruptcy
proceedings, either voluntary or invol-
untary, under any State or Federal
statute, which may adversely affect
the borrower’s ability to comply with
the terms and conditions of the agree-
ment or the promissory note.

§23.29 What happens in the case of a
default?

(a) In the event of default, the Sec-
retary may declare the entire amount
owed (including principal, accrued in-
terest and any applicable charges) im-
mediately due and payable. Collection
of the amount owed will be made in ac-
cordance with 45 CFR part 30.

(b) The borrower is not entitled to
written notice of any default and the
failure to deliver written notice of de-
fault in no way affects the Secretary’s
right to declare the loan in default and
take any appropriate action under the
loan agreement or the promissory note.

(c) The failure of the Secretary to ex-
ercise any remedy available under law
or regulation shall in no event be con-
strued as a waiver of his or her right to
exercise that remedy if any subsequent
or continued default or breach occurs.

§23.30 May the loan be prepaid?

The borrower shall have the option
to prepay the balance of any part of
the loan, together with accrued inter-
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est, at any time without prepayment
penalty.

§23.31 May loan payments be post-
poned or waived?

(a) Whenever health, economic, or
other personal problems affect the bor-
rower’s ability to make scheduled pay-
ments on the loan, the Secretary may
allow the borrower an extension of
time or allow the borrower to make
smaller payments than were previously
scheduled; however, interest will con-
tinue to accrue at the rate specified in
the promissory note until the loan is
repaid in full. The loan must be fully
repaid within 10 years after it was
made.

(b) No waiver, full or partial, of re-
payment of the loan will be granted;
except that the obligation of a bor-
rower to repay a loan shall be cancelled
upon the death or total and permanent
disability of the borrower, as deter-
mined by the Secretary.

(c) In order to make a determination
under paragraph (a) or (b) of this sec-
tion, the Secretary may require sup-
porting medical, financial, or other
documentation.

§23.32 What conditions are imposed
on the use of the loan funds?

(a) The borrower must use the total
amount of the loan to purchase or
lease, or both, equipment and supplies,
to hire authorized personnel to assist
in providing health services and/or to
renovate facilities for use in providing
health services in his or her private
practice. Equipment and supplies pur-
chased and/or leased, personnel hired
and facilities renovated shall be lim-
ited to the items requested in the loan
application and approved by the Sec-
retary.

(b) The borrower must expend the
loan funds within 6 months from the
date of the loan or within such other
time as the Secretary may approve.
Documentation of the expenditure of
funds must be furnished to the Sec-
retary upon request.

§23.33 What security must be given for
these loans?

The Secretary may require the bor-
rower to pledge to the Secretary a se-
curity interest in specified collateral.
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§23.34 What other conditions are im-
posed?

(a) The borrower must sign a loan
agreement describing the loan and
practice conditions, and a promissory
note agreeing to repay the loan plus in-
terest.

(b) The borrower must agree to enter
into private full-time clinical practice
in a HMSA for the time period speci-
fied in the loan agreement.

(c) The borrower must accept assign-
ment, for the time period specified in
the loan agreement, under section
1842(b)(3)(B)(ii) of the Social Security
Act as full payment for all services for
which payment may be made under
part B of title XVIII of that Act.

(d) The borrower must enter into an
appropriate agreement, for the time
period specified in the loan agreement,
with the State agency which admin-
isters the State plan for medical assist-
ance under title XIX of the Social Se-
curity Act to provide services to indi-
viduals entitled to medical assistance
under the plan.

(e) During the time period specified
in the loan agreement, the borrower
must provide health services to indi-
viduals at the usual and customary
rate prevailing in the HMSA in which
services are provided; however, services
must be provided at no charge or at a
nominal charge to those persons unable
to pay for these services.

(f) The borrower must keep and pre-
serve all documents, including bills, re-
ceipts, checks, and correspondence
which affect the operation of the pri-
vate practice and the expenditure of
loan funds for the period of the prac-
tice obligation specified in the loan
agreement plus 3 years. Accounts will
be maintained under one of the ac-
counting principles identified by the
Secretary in the loan agreement.

(g) The borrower must provide the
Secretary and the Controller General
of the United States, or their rep-
resentatives, access during normal
working hours to accounts, documents,
and records for the purposes of audit or
evaluation; and must permit the Sec-
retary or his or her representative to
inspect the private practice at reason-
able times during the period of the
practice obligation specified in the
loan agreement plus 3 years. All infor-
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mation as to personal facts and cir-
cumstances about recipients of services
shall be held confidential, and shall not
be divulged without the individual’s
consent except as may be required by
law or as may be necessary to provide
medical service to the individual or to
provide for medical or fiscal audits by
the Secretary or his or her designee
with appropriate safeguards for con-
fidentiality of records.

(h) For the entire period of loan re-
payment, the borrower must acquire,
maintain, and when requested, must
provide the Secretary with copies of
policies of insurance on equipment and
supplies in amounts adequate to rea-
sonably protect the borrower from
risk, including public liability, fire,
theft, and worker’s compensation.

(i) If the Secretary retains a security
interest pursuant to §23.33, the bor-
rower must keep and preserve all docu-
ments which affect that security inter-
est for the period of the loan repay-
ment and allow the Secretary or his or
her designee access, during normal
working hours, to those documents.

(j) The borrower must maintain the
loan proceeds in a separate account
from his or her other transactions and
must agree to draw upon this account
and expend the loan proceeds in accord-
ance with §23.32.

(k) The Secretary may impose other
conditions which he or she deems ap-
propriate under law or regulation to
protect the Government’s interests.

§23.35 What criteria are used in mak-
ing loans?

Approval of loan applications will be
based on the criteria set forth below:

(a) The need in the HMSA for the ap-
plicant’s health profession as deter-
mined under section 332 of the Act;

(b) The applicant’s need for the loan
funds; and

(c) The comments from State or local
health professional societies on the ap-
propriateness of the applicant’s in-
tended private practice; and

(d) The applicant’s credit worthiness
and projected financial ability to repay
the loan.
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Subpart C—Private Startup Loans

§23.41 What conditions are applicable
to loans under this subpart?

The regulations set out in subpart B
of this part are fully applicable to
loans awarded under section 338C(e)(1)
of the Public Health Service Act, ex-
cept as noted below;

(a) Eligibility. (1) In lieu of §23.23(a),
the following applies to loans made
under this subpart:

(i) Eligibility for loans is limited to
NHSC scholarship recipients who plan
to enter private practice and have not
begun fulfilling their scholarship serv-
ice obligation or are currently ful-
filling their scholarship service obliga-
tion under section 338B of the Act and
have completed less than 2 years of
this obligation.

(2) In lieu of §23.23(c), the following
applies to loans made under this sub-
part:

(i) NHSC scholarship recipients who
have received loans under either this
subpart or subpart B of this part are in-
eligible for loans under this subpart.

(b) Loan amounts. (1) In lieu of §23.24,
the following applies to loans made
under this subpart:

(i) The Secretary may make loans in
the amount of $12,500 if the recipient
agrees to practice in accordance with
the loan agreement for a period of at
least 1 year but less than 2 years or the
remaining period of the borrower’s
NHSC scholarship service obligation,
whichever is shorter.

(ii) The Secretary may make loans in
the amount of $25,000 if the recipient
agrees to practice in accordance with
the loan agreement for a period of at
least 2 years or the remaining period of
the borrower’s NHSC scholarship serv-
ice obligation, whichever is shorter.

(c) Use of funds. (1) In lieu of §23.32(a),
the following applies to loans made
under this subpart:

(i) The borrower must use the total
amount of the loan only to purchase or
lease, or both, the equipment and sup-
plies needed for providing health serv-
ices in his or her private practice.
Equipment and supplies purchased and/
or leased shall be limited to the items
requested in the loan application and
approved by the Secretary.

[61 FR 31950, Sept. 8, 1986]

42 CFR Ch. I (10-1-14 Edition)

PART 24—SENIOR BIOMEDICAL
RESEARCH SERVICE

Sec.
24.1
24.2
24.3
24.4
24.5
24.6
24.7
24.8

Establishment.

Allocation.

Policy Board.

Eligibility.

Peer review.

Pay and compensation.

Performance appraisal system.

Applicability of provisions of Title 5,
U.S. Code.
24.9 Removal from the Service.
24.10 Reporting.

AUTHORITY: Section 228(g) of the Public
Health Service Act; 5 U.S.C. 301.

SOURCE: 61 FR 6557, Feb. 21, 1996, unless
otherwise noted.

§24.1 Establishment.

There is established in the Public
Health Service (PHS) a Senior Bio-
medical Research Service (SBRS) con-
sisting of members the maximum num-
ber of which is prescribed by law.

§24.2 Allocation.

(a) The Secretary, within the number
authorized in the PHS Act, shall deter-
mine the number of SBRS slots to be
allocated to each participating Oper-
ating Division.

(b) The SBRS Policy Board may ad-
vise the Secretary to make adjust-
ments to the allocation at any time.

(c) The majority of the SBRS alloca-
tion is to be reserved for recruitment.
The remaining SBRS allocation may
be used for the retention of current em-
ployees.

(d) SBRS slots will be used judi-
ciously, resulting in SBRS appoint-
ments only where other senior-level ap-
pointing authorities are not sufficient
to recruit or retain scientific talent.

(e) The Secretary will ensure that
SBRS slots are used in support of high
priority programs authorized by Con-
gress and which directly support the
research goals and priorities of the De-
partment.

§24.3 Policy Board.

The Secretary or his/her designee
shall establish an SBRS Policy Board
to serve in an advisory capacity, rec-
ommending SBRS allocations among
the participating Operating Divisions,
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reviewing the operations of the SBRS
and ensuring consistent application of
regulations, policies, and procedural
guidelines, and recommending changes
to the Secretary as necessary. Member-
ship, to the extent possible, will in-
clude SBRS eligibles nominated by
their respective Operating Divisions,
will be weighted in proportion to Oper-
ating Divisions’ SBRS allocations, and
will include representation from the
Office of the Secretary. The Secretary
or his/her designee will select the board
membership and the Chair.

§24.4 Eligibility.

To be eligible for appointment to the
Service an individual must have a doc-
toral-level degree in biomedicine or a
related field and must meet the quali-
fication standards prescribed by the
U.S. Office of Personnel Management
for appointment to a position at GS-15
of the General Schedule. In addition,
the individual must be outstanding in
the field of biomedical research or clin-
ical research evaluation. Appointment
to the Service will be made only to in-
dividuals actively engaged in either
biomedical research or clinical re-
search evaluation.

(a) Outstanding in the field of bio-
medical research means an individual
who is actively engaged in peer-re-
viewed original biomedical research
and whose work in this area is consid-
ered by his or her peers to be out-
standing. In order to meet the eligi-
bility criteria, an individual must have
conducted original peer-reviewed bio-
medical research resulting in major ac-
complishments reflected by a steady
and current record of highly cited pub-
lications in peer-reviewed journals of
high stature. In addition, the indi-
vidual should be the recipient of major
prizes and awards (such as visiting pro-
fessorships and named lectureships) in
recognition of original contributions to
research.

(b) Outstanding in the field of clin-
ical research evaluation means that an
individual is actively engaged in clin-
ical research evaluation and is consid-
ered by his or her peers to be out-
standing. In order to meet the eligi-
bility criteria, an individual, by force
of his or her own technical expertise,
must be in a position to shape the

§24.6

course of drug or device evaluation or
exert a similar influence on the PHS
handling of other agents that may af-
fect the public health. The individual
would normally have dealt with com-
plex, precedent-setting evaluation
issues that involved significant sci-
entific controversy, had far reaching
implications for clinical research or re-
sulted in a widespread economic effect
in the health-care delivery system. In
addition, the individual should have
been involved in the development of
scientific or regulatory guidelines for
clinical research and been the recipient
of invitations to speak at or to chair
major national or international meet-
ings and symposia.

§24.5 Peer review.

An individual may not be considered
for appointment into the SBRS unless
his/her qualifications have been re-
viewed by a PHS peer review com-
mittee and the committee has rec-
ommended appointment to the Service.

§24.6 Pay and compensation.

The SBRS is an ungraded system,
with a single, flexible pay range to in-
clude all members.

(a) Pay of the members of the Service
shall be determined by the Secretary
or his/her designee.

(b) The pay of a member of the Serv-
ice shall be not less than the minimum
rate payable for GS-15 of the General
Schedule and shall not exceed:

(1) The rate payable for level I of the
Executive Schedule unless a higher
rate of pay is expressly approved on an
individual basis by the President, pur-
suant to 5 U.S.C. 5377(d)(2), or

(2) The rate payable for level II of the
Executive Schedule unless a higher
rate of pay is expressly approved on an
individual basis by the Secretary.

(c) While the full pay range will be
used, individual pay at the higher end
of the range will be used only as needed
to recognize individual scientific value
and as necessary to recruit or retain an
exceptionally well-qualified scientist.

(d) The following factors will be used
in establishing appropriate pay rates
for individual members:

(1) Impact of the individual on the
scientific field;
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(2) Recognition of the individual by
the scientific community;

(3) Originality of the
ideas/work products;

(4) Specific ‘‘clinical” or highly tech-
nical skills of the individual which are
of benefit to the agency and which are
in addition to requirements of the
basic scientific assignment;

(6) The individual’s earnings and
monetary benefits;

(6) Salary surveys of similar skills in
pertinent labor markets; and

(7) Other relevant factors.

(e) Annual adjustments to pay rates
may be made effective on the first day
of the first pay period on or after Janu-
ary 1 of each calendar year. The rate of
such adjustments will be at the discre-
tion of the Secretary or his/her des-
ignee, except that the minimum rate
payable in the SBRS will be increased
to the amount of the minimum rate of
the GS-15 of the General Schedule.

(f) Other pay adjustments will be
made on an individual basis by the Sec-
retary or his/her designee.

(g) Except as provided in paragraph
(h) of this section, new appointees to
the Service, who are not covered by the
Civil Service Retirement System, will
be covered by the Federal Employees
Retirement System.

(h) Upon the request of a member
who performed service in the employ of
an institution of higher education im-
mediately prior to his appointment as
a member of the Service, and retains
the right to make contributions to the
retirement system of such institution,
the Department of Health and Human
Services may contribute an amount
not to exceed ten percent per annum of
the member’s basic pay to such institu-
tion’s retirement system on behalf of
such member. A member who partici-
pates in this program shall not be cov-
ered by any retirement system estab-
lished for employees of the TUnited
States under title 5, United States
Code.

individual’s

§24.7 Performance appraisal system.

The members of the Service shall be
subject to a performance appraisal sys-
tem which shall be designed to encour-
age excellence in performance and
shall provide for a periodic and system-

42 CFR Ch. I (10-1-14 Edition)

atic appraisal of the performance of
the members.

§24.8 Applicability of provisions of
Title 5, U.S. Code.

(a) Appointments to the Service shall
be made without regard to the provi-
sions of title 5, U.S. Code regarding ap-
pointments.

(b) Members of the Service shall not
be covered by the following provisions
of title 5, U.S. Code:

(1) Subchapter I of Chapter 35 (relat-
ing to retention preference in the event
of reduction in force);

(2) Chapter 43, Performance Appraisal
(and performance-based actions);

(3) Chapter 51 (relating to classifica-
tion);

(4) Subchapter III of Chapter 53, The
General Schedule; and

(5) Chapter 75, Adverse Actions.

(c) Other provisions of Title 5 will be
applied as administratively determined
by the Secretary or his/her designee.

§24.9 Removal from the Service.

(a) A member of the Service may be
subject to disciplinary action, includ-
ing removal from the Service, for sub-
standard performance of duty as a
member of the service, for misconduct,
for reasons of national security or for
other reasons as determined by the
Secretary.

(b) A member for whom disciplinary
action is proposed is entitled to:

(1) Written notice of the proposed ac-
tion and the basis therefor;

(2) A reasonable opportunity to an-
swer the notice of proposed action both
orally and in writing;

(3) The right to be represented by an
attorney or other representative in
making such answer; and

(4) A written decision on the pro-
posal.

(c) The decision may be made by an
official with delegated authority to
take such action, but in no case may
the official be at a level below the head
of the Operating Division where the
member is assigned.

(d) A member who is separated from
the Service involuntarily and without
cause and who, immediately prior to
his appointment to the Service, was a
career appointee in the civil service or
the Senior Executive Service, may be

146



Public Health Service, HHS

appointed to a position in the competi-
tive civil service at grade GS-15 of the
General Schedule. Such an appoint-
ment may be made by the Secretary or
his/her designee without regard to the
provisions of title 5, U.S. Code regard-
ing appointments in the civil service.

(e) A member who is separated from
the Service involuntarily and without
cause and who, immediately prior to
appointment to the Service, was not a
career appointee in the civil service or
the Senior Executive Service may be
appointed to a position in the excepted
civil service at grade GS-15 of the Gen-
eral Schedule for a period not to exceed
two years.

(f) There shall be no right to further
review of the final decision on a dis-
ciplinary action. At his/her discretion,

§24.10

the Secretary may review an action
taken under this section and may re-
duce, suspend, or overrule the action
taken.

(g) A member of the Service may be
removed from the Service for such
other reasons as may be prescribed by
the Secretary.

§24.10 Reporting.

For each quarter of the first year of
implementation and annually there-
after, participating Operating Divi-
sions shall maintain reports on the op-
eration of the SBRS. At a minimum,
these reports should include the num-
ber of appointees, the source of those
appointees, their earnings immediately
prior to appointment, and their SBRS
pay at appointment.
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SUBCHAPTER C—MEDICAL CARE AND EXAMINATIONS

PART 31—MEDICAL CARE FOR
CERTAIN PERSONNEL OF THE
COAST  GUARD, NATIONAL
OCEAN SURVEY, PUBLIC HEALTH
SERVICE, AND FORMER LIGHT-
HOUSE SERVICE

DEFINITIONS

Sec.
31.1 Meaning of terms.

PROVISIONS APPLICABLE TO COAST GUARD, NA-
TIONAL OCEAN SURVEY AND PUBLIC HEALTH
SERVICE

31.2
31.3
31.4
31.5

Persons entitled to treatment.
Use of Service facilities.
Use of other than Service facilities.
Application for treatment; active duty
personnel.
31.6 Personnel absent without leave.
31.7 Continuance of medical relief after loss
of status.
31.8 Retired personnel; extent of treatment.
31.9 Dependent members of families; treat-
ment.
31.10 Dependent members of families; use of
Service facilities.

PROVISIONS APPLICABLE TO PERSONNEL OF
FORMER LIGHTHOUSE SERVICE

31.11
31.12

Persons entitled to treatment.

Use of Service facilities.

31.13 Use of other than Service facilities.

31.14 Application for treatment; active duty
personnel.

31.15 Continuance of medical relief after
loss of status.

31.16 Retired personnel;
ment.

SOURCE: 21 FR 9821, Dec. 12, 1956, unless
otherwise noted.

extent of treat-

DEFINITIONS

§31.1 Meaning of terms.

As used in this part, the term:

(a) Act means the Public Health Serv-
ice Act, approved July 1, 1944, 58 Stat.
682, as amended.

(b) Service means the Public Health
Service.

(c) Surgeon General means the Sur-
geon General of the Public Health
Service.

(d) Medical relief station means a first-
, second-, third-, or fourth-class station
of the Service.

(e) First-class stations means a hos-
pital operated by the Service.

(f) Second-class station means a med-
ical relief facility, other than a hos-
pital of the Service, under the charge
of a commissioned officer.

(g) Third-class station means a med-
ical relief facility, other than a hos-
pital of the Service, under the charge
of a medical officer or employee of the
Service other than a commissioned of-
ficer.

(h) Fourth-class station means a med-
ical relief facility designated by the
Surgeon General, other than a first-,
second-, or third-class station.

(i) Designated physician means a phy-
sician holding an appointment to act
regularly for the Service for a class or
classes of specified beneficiaries at a
place where there is no medical relief
station.

(j) Designated dentist means a dentist
holding an appointment to perform
dental service for the Service for a
class or classes of specified bene-
ficiaries.

(k) Active duty means active duty sta-
tus as distinguished from being on in-
active status or retired and includes
periods of authorized leave or liberty.

(1) Dependent members of families in
the case of male personnel means the
lawful wife, the unmarried children (in-
cluding stepchildren or adopted chil-
dren) under 21 years of age, and the fa-
ther or mother if in fact dependent
upon such son for his or her chief sup-
port; and in the case of female per-
sonnel, the unmarried children (includ-
ing stepchildren or adopted children)
under 21 years of age if their father is
dead or they are in fact dependent on
such mother for their chief support,
the father or mother if in fact depend-
ent upon such daughter for his or her
chief support, and the husband if in
fact dependent upon such wife for his
chief support: Provided, however, That
in the case of members of the Women'’s
Reserve of the Coast Guard the hus-
bands of such members shall not be
considered dependents.

(Sec. 215, 58 Stat. 690, as amended; 42 U.S.C.
216)
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PROVISIONS APPLICABLE TO COAST
GUARD, NATIONAL OCEAN SURVEY AND
PUBLIC HEALTH SERVICE

§31.2 Persons entitled to treatment.

To the extent and under the cir-
cumstances prescribed in §§31.2 to 31.10,
the following persons shall be entitled
to medical, surgical, and dental treat-
ment and hospitalization by the Serv-
ice:

(a) Coast Guard. (1) Commissioned of-
ficers, chief warrant officers, warrant
officers, cadets, and enlisted personnel
of the Regular Coast Guard, including
those on shore duty and those on de-
tached duty, whether on active duty or
retired;

(2) Regular members of the Coast
Guard Reserve when on active duty or
when retired for disability;

(3) Temporary members of the Coast
Guard Reserve when on active duty or
in case of physical injury incurred or
sickness or disease contracted while
performing active Coast Guard duty;

(4) Members of the Women’s Reserve
of the Coast Guard when on active duty
or when retired for disability;

(5) Members of the Coast Guard Aux-
iliary in case of physical injury in-
curred or sickness or disease con-
tracted while performing active Coast
Guard duty.

(b) National Ocean Survey. Commis-
sioned officers, ships’ officers, and
members of the crews of vessels of the
National Ocean Survey, including
those on shore duty and those on de-
tached duty whether on active duty or
retired.

(c) Public Health Service. (1) Commis-
sioned officers of the Regular Corps of
the Service, whether on active duty or
retired;

(2) Commissioned officers of the Re-
serve Corps of the Service when on ac-
tive duty or when retired for disability.

(Sec. 326, 58 Stat. 697, as amended 42 U.S.C.
253)

§381.3 Use of Service facilities.

Except as otherwise provided in
§§31.3 to 31.10, the persons specified in
§31.2 shall be entitled to medical, sur-
gical, and dental treatment and hos-
pitalization only at medical relief sta-
tions and by designated physicians and
designated dentists, and the cost of

§31.4

services procured elsewhere shall not
be borne by the Service.

(Sec. 326, 58 Stat. 697, as amended 42 U.S.C.
253)

§31.4 Use of other than Service facili-
ties.

(a) When a person specified in §31.2
who is on active duty requires imme-
diate medical, surgical, or dental treat-
ment or hospitalization and the ur-
gency of the situation does not permit
treatment at a medical relief station
or by a designated physician or des-
ignated dentist, an officer of the same
service as the patient may arrange for
treatment or hospitalization at the ex-
pense of the Service.

(b) When the circumstances are such
that an officer of the same service as
the patient is not available to make
the necessary arrangements, the treat-
ment or hospitalization may be ob-
tained by or on behalf of the patient at
the expense of the Service.

(c) In every case of treatment or hos-
pitalization as defined in paragraph (b)
of this section, the responsible superior
officer of the patient shall be notified
as promptly as possible and a full re-
port shall be submitted by such officer
to the Surgeon General through appro-
priate official channels. As soon as
practicable, unless the interests of the
patient or the Government require oth-
erwise, treatment or hospitalization
shall be continued at a medical relief
station or by a designated physician or
designated dentist or at another appro-
priate Federal medical facility.

(d) When the necessary medical relief
cannot be obtained from a medical re-
lief station or a designated physician
or designated dentist, preference shall
be given to other Federal medical fa-
cilities when reasonably available and
when conditions permit.

(e) Vouchers on proper forms cov-
ering expenses for treatment or hos-
pitalization under the circumstances
specified in paragraphs (a) and (b) of
this section shall be forwarded to the
Surgeon General through appropriate
official channels. Each such voucher
shall be accompanied by or contain a
statement of the facts necessitating
the treatment or hospitalization. Un-
reasonable charges for emergency
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treatment or hospitalization will not
be allowed.

(f) Expenses for consultants or spe-
cial services, or for dental treatment
other than emergency measures to re-
lieve pain, shall not be allowed except
when authorized in advance by the
headquarters of the Service or, in ex-
traordinary cases, when subsequently
approved by such headquarters upon
receipt of report and satisfactory ex-
planation as to the necessity and ur-
gency therefor.

(Sec. 326, 58 Stat. 697, as amended; 42 U.S.C.
253)

§31.5 Application for treatment; active
duty personnel.

(a) An applicant for medical relief
who is on active duty shall furnish a
certificate identifying him. Such cer-
tificate, in the case of Coast Guard per-
sonnel, shall be signed by an officer of
the Coast Guard, and in the case of Na-
tional Ocean Survey personnel, shall be
signed by an officer of the National
Ocean Survey. Commissioned officers
of any of the services mentioned in
§31.2 and officers in charge of units
may sign their own certificates. In an
emergency, the officer in charge of a
medical relief station, or a designated
physician or designated dentist, may
accept other evidence of status satis-
factory to him.

(b) A temporary member of the Coast
Guard Reserve except when on active
duty or a member of the Coast Guard
Auxiliary shall, when applying for
medical relief, furnish a statement
signed by a responsible superior officer
setting forth the facts and cir-
cumstances giving rise to the need for
medical relief. In emergencies, such
statement shall be furnished promptly
after the member has received the im-
mediately required care and treatment.
Such statement shall be presumptive
evidence of the facts stated, but if in-
vestigation indicates that the injury,
sickness, or disease was not incurred or
contracted in the manner stated, fur-
ther treatment may be denied.

(Sec. 326, 58 Stat. 697, as amended; 42 U.S.C.
253)
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§31.6 Personnel absent without leave.

No member of any of the services
enumerated in §31.2 shall be entitled
when absent without leave to medical
relief except at a medical relief station
or by a designated physician or des-
ignated dentist.

(Sec. 326, 58 Stat. 697, as amended; 42 U.S.C.
253)

§31.7 Continuance of medical relief
after loss of status.

If a member is separated from any of
the services enumerated in §31.2, ex-
cept persons specified in §31.2(a) (3) and
(5) who shall be entitled to treatment
after separation under the conditions
set forth in such paragraphs, while un-
dergoing treatment by the Service, his
treatment shall be discontinued imme-
diately unless the physician in charge
determines that the condition of the
patient does not permit interruption of
treatment, in which case the treatment
shall be discontinued as soon as prac-
ticable and the condition of the patient
permits. At that time he shall be dis-
charged from treatment and shall not
thereafter be afforded medical relief by
the Service by reason of his previous
service.

(Sec. 326, 58 Stat. 697, as amended; 42 U.S.C.
253)

§31.8 Retired personnel; extent of

treatment.

(a) A retired member of the Coast
Guard, National Ocean Survey, or Pub-
lic Health Service specified in §31.2
shall be entitled to medical, surgical,
and dental treatment and hospitaliza-
tion at medical relief stations of the
first-, second-, and third-class, upon
presentation of satisfactory evidence of
his status.

(b) Elective medical or surgical
treatment requiring hospitalization
shall be furnished only at hospitals op-
erated by the Service.

(c) Dental treatment shall be fur-
nished to the extent of available facili-
ties only at medical relief stations
where full-time dental officers are on
duty; at other medical relief stations
the dental treatment shall be limited
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to emergency measures necessary to
relieve pain.

(Sec. 326, 58 Stat. 697, as amended; 42 U.S.C.
253)

§31.9 Dependent members of families;
treatment.

To the extent and under the cir-
cumstances prescribed in this part, the
Service shall provide medical advice
and outpatient treatment at first-, sec-
ond-, and third-class medical relief sta-
tions and hospitalization at first-class
stations to the dependent members of
families of the following persons:

(a) Coast Guard. Commissioned offi-
cers, chief warrant officers, warrant of-
ficers, cadets, and enlisted personnel of
the Regular Coast Guard, including
those on shore duty and those on de-
tached duty, whether on active duty or
retired; and regular members of the
United States Coast Guard Reserve and
members of the Women’s Reserve of
the Coast Guard, when on active duty
or when retired for disability.

(b) National Ocean Survey. Commis-
sioned officers, ships’ officers, and
members of the crews of vessels of the
United States National Ocean Survey,
including those on shore duty and
those on detached duty, whether on ac-
tive duty or retired.

(c) Public Health Service. Commis-
sioned officers of the Regular Corps of
the Service, whether on active duty or
retired, and commissioned officers of
the Reserve Corps of the Service when
on active duty or when retired for dis-
ability.

(Sec. 326, 58 Stat. 697, as amended; 42 U.S.C.
253)

§31.10 Dependent members of fami-
lies; use of Service facilities.

(a) A dependent member of the fam-
ily of any person specified in §31.9
shall, upon presentation of satisfactory
evidence of such status, be entitled to
medical advice and out-patient treat-
ment at first-, second-, and third-class
medical relief stations and hospitaliza-
tion at first-class stations if suitable
accommodations are available therein
and if the condition of the dependent is
such as to require hospitalization, both
as determined by the medical officer in
charge.

§31.12

(b) Hospitalization at first-class sta-
tions shall be at a per diem cost to the
officer, enlisted person, member of a
crew or other person concerned. Such
cost shall be at such uniform rate as
may be prescribed from time to time
by the President for the hospitalization
of dependents of naval and Marine
Corps personnel at any naval hospital.

(c) Hospitalization at first-class sta-
tions and out-patient treatment at
first-, second-, and third-class stations
may include such services and supplies
as, in the judgment of the medical offi-
cer in charge, are necessary for reason-
able and adequate treatment.

(d) Dental treatment shall be fur-
nished to the extent of available facili-
ties only at medical relief stations
where full-time officers are on duty.

(Sec. 326, 58 Stat. 697, as amended; 42 U.S.C.
253)

PROVISIONS APPLICABLE TO PERSONNEL
OF FORMER LIGHTHOUSE SERVICE

§31.11 Persons entitled to treatment.

To the extent and under the cir-
cumstances prescribed in this part, the
following persons shall be entitled to
medical, surgical, and dental treat-
ment and hospitalization by the Serv-
ice: Lightkeepers, assistant
lightkeepers, and officers and crews of
vessels of the former Lighthouse Serv-
ice, including any such persons who
subsequent to June 30, 1939, have invol-
untarily been assigned to other civilian
duty in the Coast Guard, who were en-
titled to medical relief at hospitals and
other stations of the Service prior to
July 1, 1944, and who are now or here-
after on active duty or who have been
or may hereafter be retired under the
provisions of section 6 of the act of
June 20, 1918, as amended (33 U.S.C.
763).

(Sec. 610(b),
U.S.C. 763c)

58 Stat. 714, as amended; 33

§381.12 Use of Service facilities.

Except as otherwise provided herein,
the persons specified in §31.11 shall be
entitled to medical, surgical, and den-
tal treatment and hospitalization only
at medical relief stations and by des-
ignated physicians and designated den-
tists, and the cost of services procured

1561



§31.13
elsewhere shall not be borne by the
Service.

(Sec. 610(b),
U.S.C. 763c)

58 Stat. 714, as amended; 33

§31.13 Use of other than Service facili-
ties.

(a) When a person specified in §31.11
who is on active duty requires imme-
diate medical, surgical, or dental treat-
ment or hospitalization and the ur-
gency of the situation does not permit
treatment at a medical relief station
or by a designated physician or des-
ignated dentist, an officer or other ap-
propriate supervisory official of the
Coast Guard may arrange for treat-
ment or hospitalization.

(b) In every such case of treatment or
hospitalization, a full report thereof
shall be submitted to the Surgeon Gen-
eral through Coast Guard head-
quarters. As soon as practicable, unless
the interests of the patient or the Gov-
ernment require otherwise, treatment
or hospitalization shall be continued at
a medical relief station or by a des-
ignated physician or designated dentist
or at another appropriate Federal med-
ical facility.

(c) When the necessary medical relief
cannot be obtained from a medical re-
lief station or a designated physician
or designated dentist, preference shall
be given to other Federal medical fa-
cilities when reasonably available and
when conditions permit.

(d) Vouchers on proper forms cov-
ering expenses for treatment or hos-
pitalization under the circumstances
specified in paragraph (a) of this sec-
tion shall be forwarded to the Surgeon
General through Coast Guard head-
quarters. Each such voucher shall be
accompanied by or contain a statement
of the facts necessitating the treat-
ment or hospitalization. Unreasonable
charges for emergency treatment or
hospitalization will not be allowed.

(e) Expenses for consultants or spe-
cial services, or for dental treatment
other than emergency measures to re-
lieve pain, shall not be allowed except
when authorized in advance by the
headquarters of the Service or, in ex-
traordinary cases, when subsequently
approved by such headquarters upon
receipt of report and satisfactory ex-
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planation as to the necessity and ur-
gency therefor.

(Sec. 610(b), 58 Stat. 714 as amended; 33
U.S.C. 763¢c)

§31.14 Application for treatment; ac-
tive duty personnel.

An applicant for medical relief who is
on active duty shall furnish a certifi-
cate identifying him. Such certificate
shall be signed by an officer or other
appropriate supervisory official of the
Coast Guard. In an emergency, the offi-
cer in charge of a medical relief sta-
tion, or a designated physician or des-
ignated dentist, may accept other evi-
dence of status satisfactory to him.

(Sec. 610(b), 58 Stat. 714 as amended; 33
U.S.C. 763¢c)

§31.15 Continuance of medical relief
after loss of status.

If a person is separated while under-
going treatment by the Service, his
treatment shall be discontinued imme-
diately unless the physician or dentist
in charge determines that the condi-
tion of the patient does not permit
interruption of treatment, in which
case the treatment shall be discon-
tinued as soon as practicable and the
condition of the patient permits. At
that time he shall be discharged from
treatment and shall not thereafter be
afforded medical relief by the Service
by reason of his previous service.

(Sec. 610(b), 58 Stat. 714, as amended; 33
U.S.C. 763¢c)

§31.16 Retired personnel; extent of

treatment.

(a) Any retired person specified in
§31.11 shall be entitled to medical, sur-
gical, and dental treatment and hos-
pitalization at medical relief stations
of the first, second, and third class,
upon presentation of satisfactory evi-
dence of his status.

(b) Elective medical or surgical
treatment requiring hospitalization
shall be furnished only at hospitals op-
erated by the Service.

(c) Dental treatment shall be fur-
nished to the extent of available facili-
ties only at medical relief stations
where full-time dental officers are on
duty; at other medical relief stations
the dental treatment shall be limited
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to emergency measures necessary to
relieve pain.

(Sec. 610(b),
U.S.C. 763c)

PART 32—MEDICAL CARE FOR PER-
SONS WITH HANSEN’S DISEASE
AND OTHER PERSONS IN EMER-
GENCIES

58 Stat. 714, as amended; 33

DEFINITIONS

Sec.
32.1 Meaning of terms.

BENEFICIARIES
32.6 Persons eligible.
PERSONS WITH HANSEN’S DISEASE

32.86
32.87
32.88

Admissions to Service facilities.

Confirmation of diagnosis.

Examinations and treatment.

32.89 Discharge.

32.90 Notification to health authorities re-
garding discharged patients.

32.91 Purchase of services for Hansen’s dis-
ease patients.

NONBENEFICIARIES: TEMPORARY TREATMENT
IN EMERGENCY

32.111 Conditions and extent of treatment;
charges.

AUTHORITY: Secs. 320, 321 and 322(b), Public
Health Service Act (42 U.S.C. 247e, 248 and
249(b)).

SOURCE: 40 FR 25816, June 19, 1975, unless
otherwise noted.

DEFINITIONS

§32.1 Meaning of terms.

All terms not defined herein shall
have the same meaning as given them
in the Act.

(a) Act means the Public Health Serv-
ice Act, approved July 1, 1944, 58 Stat.
682, as amended;

(b) Service means the Public Health
Service;

(c) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
may have been delegated.

(d) Authorizing official means Service
officers or employees duly designated
by the Director, Bureau of Health Care
Delivery and Assistance, to authorize

§32.87

and provide care and treatment to
beneficiaries at Service expense.

[40 FR 25816, June 19, 1975, as amended at 48
FR 10318, Mar. 11, 1983]

BENEFICIARIES

§32.6 Persons eligible.

(a) Under this part the following per-
sons are entitled to care and treatment
by the Service as hereinafter pre-
scribed:

(1) Persons afflicted with Hansen’s
disease; and

(2) Non-beneficiaries for temporary
treatment and care in cases of emer-
gency.

(b) Separate regulations govern: (1)
The medical care of certain personnel,
and their dependents, of the Coast
Guard, National Oceanic and Atmos-
pheric Administration, and Public
Health Service (see part 31 of this chap-
ter);

(2) Physical and mental examination
of aliens (see part 34 of this chapter);
and

(3) Medical care for Native Ameri-
cans (see part 36 of this chapter).

[48 FR 10318, Mar. 11, 1983]
PERSONS WITH HANSEN’S DISEASE

§32.86 Admissions to Service facilities.

Any person with Hansen’s disease
who presents himself for care or treat-
ment or who is referred to the Service
by the proper health authority of any
State, Territory, or the District of Co-
lumbia shall be received into the Serv-
ice hospital at Carville, Louisiana, or
into any other hospital of the Service
which has been designated by the Sec-
retary as being suitable for the accom-
modation of persons with Hansen’s dis-
ease.

§32.87 Confirmation of diagnosis.

At the earliest practicable date, after
the arrival of a patient at the Service
hospital at Carville, Louisiana, or at
another hospital of the Service the
medical staff shall confirm or disprove
the diagnosis of Hansen’s disease. If the
diagnosis of Hansen’s disease is con-
firmed, the patient shall be provided
appropriate inpatient or outpatient
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treatment. If the diagnosis is not con-
firmed, the patient shall be discharged.

[40 FR 25816, June 19, 1975; 40 FR 36774, Aug.
22, 1975]

§32.88 Examinations and treatment.

Patients will be provided necessary
clinical examinations which may be re-
quired for the diagnosis of primary or
secondary conditions, and such treat-
ment as may be prescribed.

§32.89 Discharge.

Patients with Hansen’s disease will
be discharged when, in the opinion of
the medical staff of the hospital, opti-
mum hospital benefits have been re-
ceived.

§32.90 Notification to health authori-
ties regarding discharged patients.

Upon the discharge of a patient the
medical officer in charge shall give no-
tification of such discharge to the ap-
propriate health officer of the State,
Territory, or other jurisdiction in
which the discharged patient is to re-
side. The notification shall also set
forth the clinical findings and other es-
sential facts necessary to be known by
the health officer relative to such dis-
charged patient.

§32.91 Purchase of services for Han-
sen’s disease patients.

Hansen’s disease patients being
treated on either an inpatient or out-
patient basis at a hospital or clinic fa-
cility of the Service, other than the
National Center for Hansen’s Disease
(Carville, Louisiana), may, at the sole
discretion of the Secretary and subject
to available appropriations, be pro-
vided care for the treatment of Han-
sen’s disease at the expense of the
Service upon closure or transfer of
such hospital or clinic pursuant to sec-
tion 987 of the Omnibus Budget Rec-
onciliation Act of 1981 (Pub. L. 97-35).
Payment will only be made for care ar-
ranged for by an authorizing official of
the Service as defined in §32.1(f) of this
part.

[46 FR 51918, Oct. 23, 1981]
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NONBENEFICIARIES: TEMPORARY
TREATMENT IN EMERGENCY

§32.111 Conditions and extent of treat-
ment; charges.

(a) Persons not entitled to treatment
by the Service may be provided tem-
porary care and treatment at medical
care facilities of the Service in case of
emergency as an act of humanity.

(b) Persons referred to in paragraph
(a) of this section who, as determined
by the officer in charge of the Service
facility, are able to defray the cost of
their care and treatment shall be
charged for such care and treatment at
the following rates (which shall be
deemed to constitute the entire charge
in each instance): In the case of hos-
pitalization, at the current inter-
departmental reciprocal per diem rate;
and, in the case of outpatient treat-
ment, at rates established by the Sec-
retary.

PART 34—MEDICAL EXAMINATION
OF ALIENS

Sec.
34.1
34.2
34.3
34.4
34.5
34.6

Applicability.

Definitions.

Scope of examinations.

Medical notifications.

Postponement of medical examination.

Applicability of Foreign Quarantine
Regulations.
34.7 Medical and other care; death.
34.8 Reexamination; convening of review
boards; expert witnesses; reports.

AUTHORITY: 42 U.S.C. 252; 8 U.S.C. 1182 and
1222.

§34.1 Applicability.

The provisions of this part shall
apply to the medical examination of:

(a) Aliens applying for a visa at an
embassy or consulate of the United
States;

(b) Aliens arriving in the TUnited
States;

(c) Aliens required by the INS to
have a medical examination in connec-
tion with determination of their admis-
sibility into the United States; and

(d) Aliens applying for adjustment
status.

[66 FR 25001, May 31, 1991]
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§34.2 Definitions.

As used in this part, terms shall have
the following meanings:

(a) CDC. Centers for Disease Control,
Public Health Service, U.S. Depart-
ment of Health and Human Services.

(b) Communicable disease of public
health significance. Any of the following
diseases:

(1) Chancroid.

(2) Communicable diseases as listed
in a Presidential Executive Order, as
provided under Section 361(b) of the
Public Health Service Act. The current
revised list of quarantinable commu-
nicable diseases is available at http:/
www.cdc.gov and http://
www.archives.gov/federal-register.

(3) Communicable diseases that may
pose a public health emergency of
international concern if it meets one or
more of the factors listed in §34.3(d)
and for which the CDC Director has de-
termined (A) a threat exists for impor-
tation into the United States, and (B)
such disease may potentially affect the
health of the American public. The de-
termination will be made consistent
with criteria established in Annex 2 of
the revised International Health Regu-
lations (http:/www.who.int/csr/ihr/en/),
as adopted by the Fifty-Eighth World
Health Assembly in 2005, and as en-
tered into effect in the United States
in July, 2007, subject to the U.S. Gov-
ernment’s reservation and under-
standings:

(i) Any of the communicable diseases
for which a single case requires notifi-
cation to the World Health Organiza-
tion (WHO) as an event that may con-
stitute a public health emergency of
international concern, or

(ii) Any other communicable disease
the occurrence of which requires notifi-
cation to the WHO as an event that
may constitute a public health emer-
gency of international concern.HHS/
CDC’s determinations will be an-
nounced by notice in the FEDERAL REG-
ISTER.

(4) Gonorrhea.

(5) Granuloma inguinale.

(6) Leprosy, infectious.

(7) Lymphogranuloma venereum.

(8) Syphilis, infectious stage.

(9) Tuberculosis, active.

(c) Civil surgeon. A physician, with
not less than 4 years’ professional expe-

§34.2

rience, selected by the District Direc-
tor of INS to conduct medical examina-
tions of aliens in the United States
who are applying for adjustment of sta-
tus to permanent residence or who are
required by the INS to have a medical
examination.

(d) Class A medical notification. Med-
ical notification of:

(1) A communicable disease of public
health significance;

(2)(1) A physical or mental disorder
and behavior associated with the dis-
order that may pose, or has posed, a
threat to the property, safety, or wel-
fare of the alien or others;

(ii) A history of a physical or mental
disorder and behavior associated with
the disorder, which behavior has posed
a threat to the property, safety, or wel-
fare of the alien or others and which
behavior is likely to recur or lead to
other harmful behavior; or

(3) Drug abuse or addiction.

(e) Class B medical notification. Med-
ical notification of a physical or men-
tal abnormality, disease, or disability
serious in degree or permanent in na-
ture amounting to a substantial depar-
ture from normal well-being.

(f) Director. The Director of the Cen-
ters for Disease Control.

(g) Drug abuse. The non-medical use
of a substance listed in section 202 of
the Controlled Substances Act, as
amended (21 U.S.C. 802) which has not
necessarily resulted in physical or psy-
chological dependence.

(h) Drug addiction. The non-medical
use of a substance listed in section 202
of the Controlled Substances Act, as
amended (21 U.S.C. 802) which has re-
sulted in physical or psychological de-
pendence.

(i) INS. Immigration and Naturaliza-
tion Service, U.S. Department of Jus-
tice.

(j) Medical examiner. A panel physi-
cian, civil surgeon, or other physician
designated by the Director to perform
medical examinations of aliens.

(k) Medical hold document. A docu-
ment issued to the INS by a quarantine
inspector of the Public Health Service
at a port of entry which defers the in-
spection for admission until the cause
of the medical hold is resolved.

(1) Medical notification. A document
issued to a consular authority or the
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INS by a medical examiner, certifying
the presence or absence of:

(1) A communicable disease of public
health significance;

(2)(1) A physical or mental disorder
and behavior associated with the dis-
order that may pose, or has posed, a
threat to the property, safety, or wel-
fare of the alien or others;

(ii) A history of a physical or mental
disorder and behavior associated with
the disorder, which behavior has posed
a threat to the property, safety, or wel-
fare of the alien or others and which
behavior is likely to recur or lead to
other harmful behavior;

(3) Drug abuse or addiction; or

(4) Any other physical abnormality,
disease, or disability serious in degree
or permanent in nature amounting to a
substantial departure from normal
well-being.

(m) Medical officer. A physician of the
Public Health Service Commissioned
Corps assigned by the Director to con-
duct physical and mental examinations
of aliens.

(n) Mental disorder. A currently ac-
cepted psychiatric diagnosis, as defined
by the Diagnostic and Statistical Man-
ual of Mental Disorders published by
the American Psychiatric Association,
or by other authoritative sources.

(0) Panel physician. A physician se-
lected by a United States embassy or
consulate to conduct medical examina-
tions of aliens applying for visas.

(p) Physical disorder. A currently ac-
cepted medical diagnosis, as defined by
the Manual of the International Classi-
fication of Diseases, Injuries, and
Causes of Death published by the World
Health Organization, or by other au-
thoritative sources.

[21 FR 9829, Dec. 12, 1956, as amended at 52
FR 32543, Aug. 28, 1987; 56 FR 25001, May 31,
1991; 73 FR 580566, Oct. 6, 2008; 74 FR 56562,
Nov. 2, 2009]

§34.3 Scope of examinations.

(a) General. In performing examina-
tions, medical examiners shall consider
those matters that relate to the fol-
lowing:

(1) A communicable disease of public
health significance;

(2)(i) A physical or mental disorder
and behavior associated with the dis-
order that may pose, or has posed, a
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threat to the property, safety, or wel-
fare of the alien or others;

(ii) A history of a physical or mental
disorder and behavior associated with
the disorder, which behavior has posed
a threat to the property, safety, or wel-
fare of the alien or others and which
behavior is likely to recur or lead to
other harmful behavior;

(3) Drug abuse or addiction; and

(4) Any other physical abnormality,
disease, or disability serious in degree
or permanent in nature amounting to a
substantial departure from normal
well-being.

(b) Scope of all medical examinations.
(1) All medical examinations will in-
clude the following:

(i) A general physical examination
and medical history, evaluation for tu-
berculosis, and serologic testing for
syphilis.

(ii) A physical examination and med-
ical history for diseases specified in
§§34.2(b)(1), and 34.2(b)(4) through
34.2(b)(10).

(2) The scope of the examination
shall include any laboratory or addi-
tional studies that are deemed nec-
essary, either as a result of the phys-
ical examination or pertinent informa-
tion elicited from the alien’s medical
history, for the examining physician to
reach a conclusion about the presence
or absence of a physical or mental ab-
normality, disease, or disability.

(c) Additional medical screening and
testing for examinations performed outside
the United States. (1) HHS/CDC may re-
quire additional medical screening and
testing for medical examinations per-
formed outside the United States for
diseases specified in §§34.2(b)(2) and
34.2(b)(3) by applying the risk-based
medical and epidemiologic factors in
paragraph (d)(2) of this section.

(2) Such examinations shall be con-
ducted in a defined population in a geo-
graphic region or area outside the
United States as determined by HHS/
CDC.

(3) Additional medical screening and
testing shall include a medical inter-
view, physical examination, laboratory
testing, radiologic exam, or other diag-
nostic procedure, as determined by
HHS/CDC.

(4) Additional medical screening and
testing will continue until HHS/CDC
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determines such screening and testing
is no longer warranted based on factors
such as the following: Results of dis-
ease outbreak investigations and re-
sponse efforts; effectiveness of contain-
ment and control measures; and the
status of an applicable determination
of public health emergency of inter-
national concern declared by the Direc-
tor General of the WHO.

(56) HHS/CDC will directly provide
medical examiners information per-
taining to all applicable additional re-
quirements for medical screening and
testing, and will post these at the fol-
lowing Internet addresses: http:/
www.cdc.gov/ncidod/dq/technica.htm and
http://www.globalhealth.gov.

(d) Risk-based approach. (1) HHS/CDC
will use the medical and epidemiolog-
ical factors listed in paragraph (d)(2) of
this section to determine the following:

(i) Whether a disease as specified in
§34.2(b)(3)(ii) is a communicable disease
of public health significance.

(ii) Which diseases in §§34.2(b)(2) and
(b)(3) merit additional screening and
testing, and the geographic area in
which HHS/CDC will require this
screening.

(2) Medical and epidemiological fac-
tors include the following:

(i) The seriousness of the disease’s
public health impact;

(ii) Whether the emergence of the
disease was unusual or unexpected;

(iii) The risk of the spread of the dis-
ease in the United States;

(iv) The transmissibility
virulence of the disease;

(v) The impact of the disease at the
geographic location of medical screen-
ing; and

(vi) Other specific pathogenic factors
that would bear on a disease’s ability
to threaten the health security of the
United States.

(e) Persons subject to requirement for
chest X-ray examination and serologic
testing. (1) As provided in paragraph
(e)(2) of this section, a chest x-ray ex-
amination and serologic testing for
syphilis shall be required as part of the
examination of the following:

(i) Applicants for immigrant visas;

(ii) Students, exchange visitors, and
other applicants for non-immigrant
visas required by a U.S. consular au-
thority to have a medical examination;

and

§34.3

(iii) Applicants outside the United
States who apply for refugee status;

(iv) Applicants in the United States
who apply for adjustment of their sta-
tus under the immigration statute and
regulations.

(2) Chest X-ray examination and sero-
logic testing. Except as provided in para-
graph (e)(2)(iv) of this section, appli-
cants described in paragraph (e)(1) of
this section shall be required to have
the following:

(i) For applicants 15 years of age and
older, a chest x-ray examination;

(ii) For applicants under 15 years of
age, a chest x-ray examination if the
applicant has symptoms of tuber-
culosis, a history of tuberculosis, or
evidence of possible exposure to a
transmissible tuberculosis case in a
household or other enclosed environ-
ment for a prolonged period;

(iii) For applicants 15 years of age
and older, serologic testing for syphilis
and HIV.

(iv) Exceptions. Serologic testing for
syphilis shall not be required if the
alien is under the age of 15, unless
there is reason to suspect infection
with syphilis. An alien, regardless of
age, in the United States, who applies
for adjustment of status to lawful per-
manent resident shall not be required
to have a chest x-ray examination un-
less their tuberculin skin test, or an
equivalent test for showing an immune
response to Mycobacterium tuberculosis
antigens, is positive. HHS/CDC may au-
thorize exceptions to the requirement
for a tuberculin skin test, an equiva-
lent test for showing an immune re-
sponse to M. tuberculosis antigens, or
chest x-ray examination for good
cause, upon application approved by
the Director.

(3) Immune response to Mycobacterium
tuberculosis antigens. (i) All aliens 2
years of age or older in the United
States who apply for adjustment of sta-
tus to permanent residents, under the
immigration laws and regulations, or
other aliens in the United States who
are required by the U.S. Department of
Homeland Security to have a medical
examination in connection with a de-
termination of their admissibility,
shall be required to have a tuberculin
skin test or an equivalent test for
showing an immune response to

157



§34.3

Mycobacterium  tuberculosis antigens.
Exceptions to this requirement may be
authorized for good cause upon applica-
tion approved by the Director. In the
event of a positive tuberculin reaction,
a chest X-ray examination shall be re-
quired. If the chest radiograph is con-
sistent with tuberculosis, the alien
shall be referred to the local health au-
thority for evaluation. Evidence of this
evaluation shall be provided to the
civil surgeon before a medical notifica-
tion may be issued.

(ii) Aliens less than 2 years old shall
be required to have a tuberculin skin
test, or an equivalent, appropriate test
to show an immune response to
Mycobacterium tuberculosis antigens, if
there is evidence of contact with a per-
son known to have tuberculosis or
other reason to suspect tuberculosis. In
the event of a positive tuberculin reac-
tion, a chest X-ray examination shall
be required. If the chest radiograph is
consistent with tuberculosis, the alien
shall be referred to the local health au-
thority for evaluation. Evidence of this
evaluation shall be provided to the
civil surgeon before a medical notifica-
tion may be issued.

(iii) Aliens outside the United States
required to have a medical examina-
tion shall be required to have a tuber-
culin skin test, or an equivalent, ap-
propriate test to show an immune re-
sponse to Muycobacterium tuberculosis
antigens, and, if indicated, a chest
radiograph.

(iv) Aliens outside the United States
required to have a medical examina-
tion shall be required to have a tuber-
culin skin test, or an equivalent, ap-
propriate test to show an immune re-
sponse to Muycobacterium tuberculosis
antigens, and a chest radiograph, re-
gardless of age, if they have symptoms
of tuberculosis, a history of tuber-
culosis, or evidence of possible expo-
sure to a transmissible tuberculosis
case in a household or other enclosed
environment for a prolonged period.

(4) Additional testing requirements. All
applicants subject to the chest
radiograph requirement, and for whom
the radiograph shows an abnormality
suggestive of tuberculosis disease, shall
be required to undergo additional test-
ing for tuberculosis.
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(6) How and where performed. All
chest x-ray images used in medical ex-
aminations performed under the regu-
lations to this part shall be large
enough to encompass the entire chest
(approximately 14x17 inches; 35.6x32.2
cm).

(6) Chest x-ray, laboratory, and treat-
ment reports. The chest radiograph
reading and serologic test results for
syphilis shall be included in the med-
ical notification. When the medical ex-
aminer’s conclusions are based on a
study of more than one chest x-ray
image, the medical notification shall
include at least a summary statement
of findings of the earlier images, fol-
lowed by a complete reading of the last
image, and dates and details of any lab-
oratory tests and treatment for tuber-
culosis.

(f) Procedure for transmitting records.
For aliens issued immigrant visas, the
medical notification and chest X-ray
images, if any, shall be placed in a sep-
arate envelope which shall be sealed.
When more than one chest X-ray image
is used as a basis for the examiner’s
conclusions, all images shall be in-
cluded.

(g) Failure to present records. When a
determination of admissibility is to be
made at the U.S. port of entry, a med-
ical hold document shall be issued
pending completion of any necessary
examination procedures. A medical
hold document may be issued for aliens
who:

(1) Are not in possession of a valid
medical notification, if required;

(2) Have a medical notification which
is incomplete;

(3) Have a medical notification which
is not written in English;

(4) Are suspected to have an exclud-
able medical condition.

(h) The Secretary of Homeland Secu-
rity, after consultation with the Sec-
retary of State and the Secretary of
Health and Human Services, may in
emergency circumstances permit the
medical examination of refugees to be
completed in the United States.

(i) All medical examinations shall be
carried out in accordance with such
technical instructions for physicians
conducting the medical examination of
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aliens as may be issued by the Direc-
tor. Copies of such technical instruc-
tions are available upon request to the
Director, Division of Global Migration
and Quarantine, Mailstop E03, HHS/
CDC, Atlanta GA 30333.

[73 FR 58056, Oct. 6, 2008, as amended at 73 FR
62211, Oct. 20, 2008; 74 FR 56562, Nov. 2, 2009]

§34.4 Medical notifications.

(a) Medical examiners shall issue
medical notifications of their findings
of the presence or absence of Class A or
Class B medical conditions. The pres-
ence of such condition must have been
clearly established.

(b) Class A medical notifications. (1)
The medical examiner shall report his/
her findings to the consular officer or
the INS by Class A medical notifica-
tion which lists the specific condition
for which the alien may be excluded, if
an alien is found to have:

(i) A communicable disease of public
health significance;

(ii)(A) A physical or mental disorder,
and behavior associated with the dis-
order that may pose, or has posed, a
threat to the property, safety, or wel-
fare of the alien or others; or

(B) A history of a physical or mental
disorder and behavior associated with
the disorder, which behavior has posed
a threat to the property, safety, or wel-
fare of the alien or others and which
behavior is likely to recur or lead to
other harmful behavior;

(iii) Drug abuse or addition.

Provided, however, That a Class A med-
ical notification of a physical or men-
tal disorder, and behavior associated
with that disorder that may pose, or
has posed, a threat to the property,
safety, or welfare of the alien or oth-
ers, shall in no case be issued with re-
spect to an alien having only mental
shortcomings due to ignorance, or suf-
fering only from a condition attrib-
utable to remediable physical causes or
of a temporary nature, caused by a
toxin, medically prescribed drug, or
disease.

(2) The medical notification shall
state the nature and extent of the ab-
normality; the degree to which the
alien is incapable of normal physical
activity; and the extent to which the
condition is remediable. The medical
examiner shall indicate the likelihood,

§34.5

that because of the condition, the ap-
plicant will require extensive medical
care or institutionalization.

(c) Class B medical notifications. (1) If
an alien is found to have a physical or
mental abnormality, disease, or dis-
ability serious in degree or permanent
in nature amounting to a substantial
departure from normal well-being, the
medical examiner shall report his/her
findings to the consular or INS officer
by Class B medical notification which
lists the specific conditions found by
the medical examiner. Provided, how-
ever, that a Class B medical notifica-
tion shall in no case be issued with re-
spect to an alien having only mental
shortcomings due to ignorance, or suf-
fering only from a condition attrib-
utable to remediable physical causes or
of a temporary nature, caused by a
toxin, medically prescribed drug, or
disease.

(2) The medical notification shall
state the nature and extent of the ab-
normality, the degree to which the
alien is incapable of normal physical
activity, and the extent to which the
condition is remediable. The medical
examiner shall indicate the likelihood,
that because of the condition, the ap-
plicant will require extensive medical
care or institutionalization.

(d) Other medical notifications. If as a
result of the medical examination, the
medical examiner does not find a Class
A or Class B condition in an alien, the
medical examiner shall so indicate on
the medical notification form and shall
report his findings to the consular or
INS officer.

[56 FR 25003, May 31, 1991]

§34.5 Postponement of medical exam-
ination.

Whenever, upon an examination, the
medical examiner is unable to deter-
mine the physical or mental condition
of an alien, completion of the medical
examination shall be postponed for
such observation and further examina-
tion of the alien as may be reasonably
necessary to determine his/her physical
or mental condition. The examination
shall be postponed for aliens who have
an acute infectious disease until the
condition is resolved. The alien shall
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be referred for medical care as nec-
essary.

[56 FR 25003, May 31, 1991]

§34.6 Applicability of Foreign Quar-
antine Regulations.

Aliens arriving at a port of the
United States shall be subject to the
applicable provisions of 42 CFR part 71,
Foreign Quarantine, with respect to ex-
amination and quarantine measures.

[66 FR 25003, May 31, 1991]

§34.7 Medical and other care; death.

(a) An alien detained by or in the
custody of the INS may be provided
medical, surgical, psychiatric, or den-
tal care by the Public Health Service
through interagency agreements under
which the INS shall reimburse the Pub-
lic Health Service. Aliens found to be
in need of emergency care in the course
of medical examination shall be treat-
ed to the extent deemed practical by
the attending physician and if consid-
ered to be in need of further care, may
be referred to the INS along with the
physician’s recommendations con-
cerning such further care.

(b) In case of the death of an alien,
the body shall be delivered to the con-
sular or immigration authority con-
cerned. If such death occurs in the
United States, or in a territory or pos-
session thereof, public burial shall be
provided upon request of the INS and
subject to its agreement to pay the
burial expenses. Autopsies shall not be
performed unless approved by the INS.

[56 FR 25003, May 31, 1991]

§34.8 Reexamination; convening of re-
view boards; expert witnesses; re-
ports.

(a) The Director shall convene a
board of medical officers to reexamine
an alien:

(1) Upon the request of the INS for a
reexamination by such a board; or

(2) Upon an appeal to the INS by an
alien who, having received a medical
examination in connection with the de-
termination of admissiblity to the
United States (including examination
on arrival and adjustment of status as
provided in the immigration laws and
regulations) has been certified for a
Class A condition.

42 CFR Ch. I (10-1-14 Edition)

(b) For boards convened to reexamine
aliens certified as:

(1) Having a communicable disease of
public health significance, the board
shall consist of three medical officers,
at least one of whom is experienced in
the diagnosis and treatment of the
communicable disease for which med-
ical notification has been made, and
the decision of the majority of the
board shall prevail;

(2)(1) Having a physical or mental
disorder and behavior associated with
the disorder that may pose, or has
posed, a threat to the property, safety,
or welfare of the alien or others; or

(ii) Having a history of a physical or
mental disorder and behavior associ-
ated with the disorder, which behavior
has posed a threat to the property,
safety, or welfare of the alien or others
and which behavior is likely to recur or
lead to other harmful behavior; or

(iii) Being a drug abuser or addict;

(3) In circumstances covered by para-
graph (b)(2) of this section, the board
shall consist of three medical officers,
at least one of whom shall be a board
certified psychiatrist, and the decision
of the majority of the board shall pre-
vail.

(c) Reexamination shall include:

(1) Review of all records submitted by
the alien, other witnesses, or the
board;

(2) Use of any laboratory or addi-
tional studies which are deemed clini-
cally necessary as a result of the phys-
ical examination or pertinent informa-
tion elicited from the alien’s medical
history;

(3) Consideration of statements re-
garding the alien’s physical or mental
condition made by a physician after
his/her examination of the alien; and

(4) An independent physical or psy-
chiatric examination of the alien per-
formed by the board, at the board’s op-
tion.

(d) An alien who is to be reexamined
shall be notified of the time and place
of his/her reexamination not less than 5
days prior thereto.

(e) The alien, at his/her own cost and
expense, may introduce as witnesses
before the board such physicians or
medical experts as the board may in its
discretion permit; provided that the
alien shall be permitted to introduce at
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least one expert medical witness. If any
witnesses offered are not permitted by
the board to testify, the record of the
proceedings shall show the reason for
the denial of permission.

(f) Witnesses before the board shall
be given a reasonable opportunity to
examine the medical notification and
other records involved in the reexam-
ination and to present all relevant and
material evidence orally or in writing
until such time as the proceedings are
declared by the board to be closed. Dur-
ing the course of the hearing the
alien’s attorney or representative shall
be permitted to examine the alien and
he/she, or the alien, shall be permitted
to examine any witnesses offered in the
alien’s behalf and to cross-examine any
witnesses called by the board. If the
alien does not have an attorney or rep-
resentative, the board shall assist the
alien in the presentation of his/her case
to the end that all of the material and
relevant facts may be considered.

(g) The findings and conclusions of
the board shall be based on its medical
examination of the alien, if any, and on
the evidence presented and made a part
of the record of its proceedings.

(h) The board shall report its findings
and conclusions to the INS, and shall
also give prompt notice thereof to the
alien if his/her reexamination has been
based on his/her appeal. The board’s re-
port to the INS shall specifically af-
firm, modify, or reject the findings and
conclusions of prior examining medical
officers.

(i) The board shall issue its medical
notification in accordance with the ap-
plicable provisions of this part if it
finds that an alien it has reexamined
has a Class A or Class B condition.

(j) If the board finds that an alien it
has reexamined does not have a Class A
or Class B condition, it shall issue its
medical notification in accordance
with the applicable provisions of this
part.

(k) After submission of its report, the
board shall not be reconvened, nor
shall a new board be convened, in con-
nection with the same application for
admission or for adjustment of status,
except upon the express authorization
of the Director.

[66 FR 25004, May 31, 1991]
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AUTHORITY: Sec. 215, 58 Stat. 690, as amend-
ed; 42 U.S.C. 216, sec. 321, 53 Stat. 695, as
amended; 42 U.S.C. 248, unless otherwise
noted.

SOURCE: 21 FR 9830, Dec. 12, 1956, unless
otherwise noted.

Subpart A—General

§35.1 Hospital and station rules.

The officer in charge of a station or
hospital of the Service is authorized to
adopt such rules and issue such in-
structions, not inconsistent with the
regulations in this part and other pro-
visions of law, as he deems necessary
for the efficient operation of the sta-
tion or hospital and for the proper and
humane care and treatment of all pa-
tients therein. All general rules gov-
erning the conduct and privileges of pa-
tients, and of members of the public
while on the premises, shall be posted
in prominent places.

§35.2 Compliance with hospital rules.

All patients and visitors in stations
and hospitals of the Service are ex-
pected to comply with the rules and in-
structions issued under the authority
of the officer in charge.

§35.3 Noncompliance;
privileges.

deprivation of

Any patient who wilfully fails or re-
fuses to comply with rules or instruc-
tions of a hospital or station or with
regulations of the Service, may, by the
direction of the officer in charge, be de-
prived of recreational or other privi-
leges accorded patients. Any visitor
who wilfully fails or refuses to comply
with any such rules, instructions, or
regulations may, by direction of the of-

42 CFR Ch. I (10-1-14 Edition)

ficer in charge, be denied visiting privi-
leges.

§35.4 Noncompliance;
transfer.

(a) If the officer in charge finds, upon
investigation, that a patient other
than a leprosy patient, by willful and
persistent failure or refusal to comply
with such rules, instructions, or regu-
lations is seriously impeding the
course of his own care and treatment,
or that of other patients, he may (1)
discharge the patient, or (2) if the pa-
tient is not a voluntary patient, ar-
range for his transfer to the custody of
the authority responsible for his ad-
mission to the station or hospital. No
patient shall be discharged or trans-
ferred on account of noncompliance if
to do so would seriously endanger his
life or health, nor shall any patient be
discharged if his failure to comply is
due, in the opinion of the officer in
charge, to a mental disease or disorder.

(b) If the discharge or transfer of a
patient is likely to endanger the health
of persons other than the patient or of-
ficers or employees of the station or
hospital, the officer in charge shall
give advance notice to appropriate
State, county, or municipal authorities
of the discharge or transfer.

discharge or

§35.5 Entitlement to care after dis-
charge or transfer by reason of non-
compliance.

No person otherwise entitled to care,
treatment, or hospitalization at Serv-
ice facilities, or in other facilities at
the expense of the Service, shall be de-
nied such care or treatment by reason
of his prior discharge or transfer from
any such facility under the provisions
of §35.4.

§35.6 Admissions; determination of eli-
gibility for care.

Except as may otherwise be provided
for specific classes of patients by the
regulations of this chapter, the officer
in charge of the station or hospital to
which application is made is authorized
to determine the eligibility of appli-
cants, as beneficiaries of the Service,
for care and for treatment. Such deter-
minations shall be subject to review by
the chief of the division of the Service
responsible for administration of the
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station or hospital concerned upon re-
ferral made by the officer in charge in
doubtful cases or upon appeal made by
an applicant who has been denied care
or treatment.

§35.7 Admissions; designation of per-
son to be notified.

Every in-patient, at the time of ad-
mission to the hospital or station or as
soon thereafter as practicable, shall be
requested to designate a person or per-
sons to be notified in case of emer-
gency.

§35.8 Safekeeping of money and ef-
fects; withdrawals.

(a) A place for the safekeeping of
money and effects of patients shall be
provided at each station or hospital,
and an itemized receipt therefor shall
be furnished to the patient and to any
other person who places money or ef-
fects therein for the benefit of the pa-
tient.

(b) Money and effects may be with-
drawn only by or on behalf of the pa-
tient, by his legally appointed rep-
resentative authorized to receive or
dispose of his property (including the
money and effects in the custody of the
station or hospital), or by a person who
is authorized, under the law of the
State in which the station or hospital
is located, to receive or dispose of the
patient’s money and effects. In any
case in which the officer in charge has
had actual notice of the appointment
of a legal representative, withdrawals
may be made only by such representa-
tive or in accordance with his written
directions. No delivery shall be made
under this paragraph unless (1) the per-
son receiving the money or effects
shall sign an itemized receipt therefor,
or (2) the delivery is witnessed by two
persons. The provisions of this para-
graph do mnot prohibit withdrawals
made necessary by the provisions of
this part for the disposition of money
and effects left by patients on death or
on departure from the station or hos-
pital, or by the provisions of §35.10.

§35.9 Disposition of money and effects
left by other than deceased pa-
tients.

Money and effects left on the prem-
ises by a patient shall be forwarded

§35.13

promptly to him. If because his where-
abouts are unknown his money and ef-
fects cannot be delivered to him within
120 days after his departure, his money
shall be deposited into the Treasury
and credited to the account entitled
“Money and Effects of Former Patients
(PHS (T) name of patient),” and his ef-
fects shall be held for him for six
months and then sold in accordance
with §35.49, and the proceeds deposited
into the Treasury and credited to the
above account.

§35.10 Destruction
gerous to health.

The officer in charge shall cause to
be destroyed effects brought into or re-
ceived in the station or hospital area
by patients which, in the judgement of
such officer, are dangerous as a source
of disease to the health or life of pa-
tients or personnel of the station or
hospital or visitors therein and cannot
otherwise be safely disposed of or ren-
dered harmless by disinfection or other
means. The destruction of effects shall
be witnessed by at least one officer or
employee designated for that purpose
by the officer in charge, and appro-
priate records of the destruction shall
be maintained.

of effects dan-

§35.11 Clinical records; confidential.

A complete clinical record shall be
maintained for each patient admitted
to a station or hospital of the Service.
Such records shall be confidential and
shall not be disclosed except as may be
provided elsewhere in regulations of
the Service.

§35.12 Solicitation of legal business
prohibited.

The solicitation, directly or indi-
rectly, of legal business or of a retainer
or agreement authorizing an attorney
to render legal services, is prohibited
in all stations and hospitals of the
Service.

§35.13 Entry for negotiation of release
or settlement.

(a) No person shall be permitted to
enter a station or hospital of the Serv-
ice for the purpose of negotiating a set-
tlement or obtaining a general or spe-
cial release or statement from any pa-
tient with reference to any illness or
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personal injury for which the patient is
receiving care or treatment, or for the
purpose of conferring with him as an
attorney or representative of an attor-
ney with reference to such illness or in-
jury, unless the patient has signified
his willingness to have such person
enter for such purpose and, in the judg-
ment of the officer in charge, the phys-
ical or mental condition of the patient
will not thereby be impaired.

(b) Any person entering a station or
hospital for a purpose enumerated in
paragraph (a) of this section shall reg-
ister in the manner prescribed by the
officer in charge, and shall furnish for
the records of the station or hospital
the name of each patient by whom he
has been received for such a purpose.

§35.14 Solicitation of legal business;
negotiation of release or settlement;
assistance prohibited.

All employees of the Service and all
persons attached in any capacity to a
station or hospital, including patients,
are forbidden to communicate, directly
or indirectly, with any person for the
purpose of aiding in the solicitation of
legal business or in the negotiation of
a settlement or the obtaining of a gen-
eral or special release or statement
from any patient with reference to any
illness or personal injury for which the
patient is receiving care or treatment
therein. No patient is prohibited by
this section from communicating on
his own behalf with an attorney of his
choice or with other persons.

§35.15 Consent to operative proce-
dures.

Except in emergencies when the pa-
tient is physically or mentally incapa-
ble of consenting and the delay re-
quired to obtain the consent of his nat-
ural or legal guardian would seriously
endanger the patient’s health, no oper-
ative procedure shall be undertaken
unless the patient or, in the case of a
minor or incompetent, his natural or
legal guardian gives his consent, nor
shall any major operative procedure or
the administration of a general
anaesthetic be undertaken unless such
consent has been obtained in writing.
The consent or refusal of consent shall
be made a part of the clinical record.

42 CFR Ch. | (10-1-14 Edition)
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§35.16 Autopsies and
mortem operations.

Autopsies, or other post-mortem op-
erations, including removal of tissue
for transplanting, may be performed on
the body of a deceased patient only by
direction of the officer in charge and
only if consented to in writing by a
person authorized under the law of the
State in which the station or hospital
is located to permit an autopsy or such
other post-mortem operation under the
circumstances of the particular death
involved. Restrictions or limitations
imposed by the person consenting
thereto on the extent of the autopsy or
other post-mortem operation shall be
observed. Documents embodying con-
sent shall be made a part of the clinical
record.

[256 FR 6331, July 6, 1960]

§35.17 Fees and charges for copying,
certification, search of records and
related services.

A prescribed fee, in accordance with
the schedule in paragraph (c) of this
section, shall be collected for each of
the listed services.

(a) Application for services. Any person
requesting (1) a copy of a clinical
record, clinical abstract, or other docu-
ment containing clinical information;
or (2) a certification of a clinical record
or document; or (3) a search of clinical
records, shall make written application
therefor to the Public Health Service
facility having custody of the subject
matter involved. Such application
shall state specifically the particular
record or document requested, and the
purpose for which such copy or docu-
ment is desired to be used. The applica-
tion shall be accompanied by a deposit
in an amount equal to the prescribed
charge for the service rendered. Where
it is not known if a clinical record or
other document is in existence, the ap-
plication shall be accompanied by a
minimum deposit of $2.50.

(b) Authorization for disclosure. The
furnishing of copies of PHS records
containing confidential clinical infor-
mation must comply with the require-
ments of part I, title 42, Code of Fed-
eral Regulations, governing authoriza-
tion for the disclosure of such informa-
tion.

(c) Schedule of fees.

post-
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(1) Photocopy reproduction of a clinical record or
other document (through use of facility equipment):
(a) Processing (searching, preparation of record

and use of equipment), first page .... $3.25

(b) Each additional page . .25

(2) Certification, per document .25
(3) Unsuccessful searching, per hour (minimum

charge 1 hour) ....cccceieiiiciecce e 2.50

(4) Clinical abstracts, per request ..........c.ccocveerrecrnenens 3.00

(5) Arranging commercial duplication of a clinical
record, Per reqUESt ........ccevvereririeeseseeeeee e eieeees

(6) If the requested material is to be transmitted by
registered mail, airmail, or special delivery mail, the
postal fees therefor shall be added to the other
fees provided above, unless the applicant has in-
cluded proper postage or stamped return enve-
lopes for this purpose.

1The private concern which duplicates records for an appli-
cant will make a separate charge therefor and will bill the ap-
plicant directly.

(d) Waiver of fee. The prescribed fee
may be waived, in the discretion of the
medical officer in charge, under the
following circumstances:

(1) When the service or document is
requested by another agency of the
Federal Government for use in car-
rying out official Government business.

(2) When a clinical record is re-
quested for the purpose of providing
continued medical care to a Service
beneficiary by a non-Service physician,
clinic, or hospital, in which case the
record will be forwarded only to the
physician, clinic, or hospital con-
cerned.

(3) When the service or document is
requested by an attorney in the pros-
ecution of a Service beneficiary’s per-
sonal injury claim against a third per-
son, involving the concurrent assertion
of a government medical care claim
under 42 U.S.C. 26561-2653. In such case,
the service or document requested will
be furnished only upon compliance
with all additional requirements for
the release of records in third party re-
covery cases, including the proper exe-
cution of form PHS-4686, Agreement to
Assign Claim Upon Request.

(4) When the service or document is
requested by, and furnished to, a Mem-
ber of Congress for official use.

(5) When the service or document is
requested by, and furnished to, a court
in lieu of the personal court appear-
ance of an employee of the Public
Health Service.

(6) When the service or document is
required to be furnished free in accord-
ance with a Federal statute or an Exec-
utive order.

§35.31

(7) When the furnishing of the service
or document requested without charge
would be an appropriate courtesy to a
foreign country or international orga-
nization.

(Sec. 501, 65 Stat. 290; 31 U.S.C. 483(a); sec.
215, 58 Stat. 690, as amended; 42 U.S.C. 216)

[32 FR 6842, May 4, 1967]

Subpart B—Transfer of Patients

§35.21 Authorization of transfer.

Except as otherwise provided by law
or regulation with respect to certain
classes of patients, the officer in
charge of a station or hospital of the
Service may provide, without any cost
to the patient, for the transfer of the
patient either from such station or
hospital to another station or hospital
of the Service or to any non-Service
station or hospital at which the pa-
tient may be received, or from any
non-Service hospital at which he is re-
ceiving care or treatment as a patient
of the Service to a station or hospital
of the Service.

§35.22 Attendants.

Patients shall be transferred by such
means and accompanied by such med-
ical, nursing, or other attendants as
may be necessary to protect the health
and safety of the patient and other per-
sons likely to come into contact with
him, including in the case of a prisoner
such guards as may be necessary to as-
sure his safekeeping. A female patient
requiring the services of attendants
shall be accompanied by at least one
female attendant. Medical or nursing
attendants shall be qualified to care for
persons suffering from the type of dis-
ease or disorder with which the patient
is afflicted and shall be provided with
equipment and medicines necessary for
the care of the patient.

Subpart C—Disposition of Articles
Produced by Patients

§35.31 Retention by patients.

Subject to the rules of the station or
hospital, patients may be accorded the
privilege of retaining articles produced
by them in the course of their curative
treatment with the aid of materials
furnished by the Service. Articles not
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retained by patients shall be disposed
of as provided in this subpart. The pro-
visions of this subpart do not apply to
the products of industrial activities es-
tablished for narcotic addicts.

§35.32

The officer in charge shall appoint,
from the personnel of the station or
hospital, a board of three persons to
serve at his pleasure. The board shall
provide for the sale of articles having
commercial value and shall keep ap-
propriate records of such articles and
their disposition.

Board of appraisers.

§35.33 Sale;
ceeds.

prices; deposit of pro-

The board shall determine and rede-
termine from time to time the prices
at which articles are to be sold, and in
doing so shall consider the cost of ma-
terials used, reasonable handling
charges, and the fair market value of
the articles. The sale price shall be in-
dicated on each article by tag or other
appropriate means, and a list of arti-
cles offered for sale and their respec-
tive sale prices shall be posted from
time to time in the hospital or station
area. In its discretion, the board may
offer such articles for purchase by
other patients or by charitable organi-
zations before offering them for pur-
chase to the general public. No article
shall be sold or resold to any officer or
employee of the Service. Moneys re-
ceived from the sale of articles shall be
deposited into the Treasury to the
credit of the appropriation from which
the materials for making such articles
were purchased.

§35.34 Resale.

No article purchased under the provi-
sions of this subpart shall be resold in
the hospital or station area at a price
to exceed the sale price fixed by the
board for such article.

§35.35 Unsalable articles.

Articles having no commercial value
shall be stored, destroyed, or otherwise
disposed of as the officer in charge may
direct.

42 CFR Ch. I (10-1-14 Edition)

Subpart D—Disposal of Money
and Effects of Deceased Patients

§35.41 Inventory.

Promptly after the death of a patient
in a station or hospital of the Service,
an inventory of his money and effects
left therein shall be made by two or
more officers or employees of the Serv-
ice designated for such purpose by the
officer in charge.

§35.42 Notice upon death.

The officer in charge shall notify in
writing all persons known to him to
whom delivery of the patient’s money
and effects might be made hereunder,
and, in the case of an alien patient, a
consul of the country of his apparent
nationality. BEach person so notified
shall be requested to furnish informa-
tion concerning (a) the existence or
whereabouts of any persons to whom
delivery of the deceased patient’s
money and effects may be made pursu-
ant to these provisions, and (b) the per-
manent residence or home of the de-
ceased.

§35.43 Delivery only upon filing claim;
forms; procedure.

(a) Delivery of the money and effects
of a deceased patient shall be made
only to a person who has filed a claim
therefor on a form prescribed by the
Surgeon General.

(b) A claimant shall furnish, in addi-
tion to the information on the pre-
scribed form, such additional informa-
tion as the officer in charge may con-
sider necessary to establish the iden-
tity of the claimant and the truth of
his statements.

(c) A person filing a claim as a legal
representative shall be required to
present letters of administration or a
certificate of a court attesting his
qualification or appointment.

(d) If a claim is made after the
money, or proceeds from the sale of the
effects, of a deceased patient have been
deposited in the Treasury, the claim
shall be referred to the General Ac-
counting Office. If the claim is for
checks or evidences of indebtedness of
the United States which have been
trasnsmitted to the issuing agency pur-
suant to §§35.47 and 35.48, the claimant
shall be referred to such agency.
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§35.44 Delivery to legal representa-
tive; to other claimants if value is
$1,000 or less.

The money and effects of the de-
ceased patient shall in all cases be de-
livered to the legal representative, if
any, of his estate. If the value is $1,000
or less, and the officer in charge has
neither notice nor other knowledge of
the appointment or qualification of a
legal representative, nor reason to be-
lieve that a legal representative will be
appointed or qualified, he shall deliver
all the money and effects, as soon as
practicable after the expiration of 10
days from the sending of notices to one
of the following in the indicated order
of priority:

(a) A person, if any, designated in
writing by the patient to receive the
same.

(b) The patient’s surviving spouse.

(c) The patient’s child or children in
equal parts.

(d) The patient’s parent or parents in
equal parts.

(e) Any other person who would be
entitled to receive the money and ef-
fects under the law of the patient’s
domicile: Provided, That delivery of
such money and effects may be made
immediately upon application by one
of the persons specified above if the of-
ficer in charge has neither notice nor
other knowledge that a person higher
in the indicated order of priority ex-
ists.

§35.45 Disposition of effects;
tions.

Irrespective of the provisions of this
subpart, the officer in charge may (a)
release from among the effects of the
deceased patient so much of the pa-
tient’s clothing as may be necessary
for use in preparation of his body for
burial and (b) cause to be destroyed, or
otherwise disposed of, such used toilet
articles of the patient as appear to
have no commercial or other value.

excep-

§35.46 Conflicting claims.

In any case in which conflicting
claims are filed or the officer in charge
considers it to be in the interest of per-
sons who may be ultimately entitled
thereto, delivery may be withheld from
all persons other than a duly qualified
legal representative.

§35.49

§35.47 Disposition of Government

checks.

Notwithstanding any other provi-
sions of this subpart, immediately
upon completion of the inventory,
checks drawn on the Treasurer of the
United States shall be sent by safe
means to the department, agency, or
establishment of the Government of
the United States issuing such checks.
The transmittal shall be accompanied
by a statement of the reasons therefor
and of all available information which
may aid the issuing unit in the disposi-
tion of the check transmitted. Notice
of the disposition of any checks, with
identifying information, shall be given
to the person or persons, if any, to
which money and effects are delivered
in accordance with §35.44.

§35.48 Deposit of unclaimed money;
sale of unclaimed effects and de-
posit of proceeds.

If, within 120 days after sending of
notices no claim has been filed pursu-
ant to the provisions of §35.43, the pa-
tient’s money, consisting of all types of
United States currency and coin, shall
be deposited in the Treasury to the
credit of the trust-fund account enti-
tled ‘““Money and Effects of Deceased
Patients, Public Health Service.” If,
within six months after the death of a
patient, no claim has been filed pursu-
ant to the provisions of §35.43, his ef-
fects (including foreign currency and
coin but excluding Postal Savings Cer-
tificates and other evidences of indebt-
edness of the United States) shall be
sold at public auction or by sealed bids
to the highest bidder and the proceeds
deposited to the credit of the trust-
fund account entitled ‘“‘Money and Ef-
fects of Deceased Patients, Public
Health Service.” Postal Savings Cer-
tificates and other evidences of indebt-
edness of the United States shall be
transmitted to the issuing department
or agency with a statement of the oc-
casion therefor.

§35.49 Sale of unclaimed effects; pro-
cedures.

The following provisions shall govern
the sale of effects:

(a) Notice. Reasonable advance notice
of proposed sales shall be posted at
such prominent places in the station or
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hospital area as the officer in charge
may designate. In addition, a notice
shall be posted at the nearest post of-
fice, and notices shall be sent by mail
to all known persons to whom delivery
of money and effects of the patient
may be made under the provisions of
this subpart. The officer or employee
who posts or sends notices of sales
shall make an appropriate affidavit on
a copy of the notice as to his action in
that respect, including in his affidavit
the names of persons to whom copies of
the notices were mailed and the mail-
ing dates. The copy of the notice on
which the affidavit appears shall be re-
tained in the files of the station or hos-
pital.

(b) Form and contents of notice. Notice
of proposed sales shall be given on a
form prescribed by the Surgeon Gen-
eral. The notice shall include: an in-
ventory of the effects to be offered for
sale; the names of the patients from
whom the effects were received; the
precise date, time, and place when and
where the sale will be held; a state-
ment that the articles will be available
for inspection immediately prior to
sale, if sold at public auction, or on a
day and during the hours appointed for
the inspection of articles if sold by
sealed bid; a statement that the sale is
to be held pursuant to the provisions of
the regulations in this part, that, if the
articles are to be sold by sealed bid, the
right to reject all bids is reserved, and
that, if otherwise authorized, delivery
will be made of effects or proceeds of
sales to persons filing claims prior to
the sale of effects or prior to the trans-
mittal of proceeds to the Surgeon Gen-
eral.

(c) Time and place of sales. All sales
shall be held at reasonable hours and
at such places within the station or
hospital area as the officer in charge
may designate.

(d) Who shall conduct sales. All sales
shall be conducted by the officer in
charge or by a responsible officer or
employee designated by him.

(e) Sale and delivery. All effects of-
fered for sale shall be sold to the high-
est bidder and delivered to him imme-
diately upon payment of the sale price
in cash or by postal money order or
certified check and execution of an ap-
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propriate receipt by the person to
whom delivery is made.

§35.50 Disposition of unsold effects.

The officer in charge shall dispose of
effects offered for sale but remaining
unsold in such manner as he considers
to be proper, but, if practicable, such
effects shall be used for the benefit of
other patients of the Service.

§35.51 Manner of delivery; costs, re-
ceipts.

(a) If a person entitled under this
subpart to receive the money and ef-
fects of a patient is unable to take pos-
session thereof at the station or hos-
pital, they shall be sent to him at the
expense of the United States in the
most economical manner available.
The records of the station or hospital
shall show the names and addresses of
persons to whom money or effects have
been sent, the date of sending, the
means used, an itemized list of the
money or effects sent, and a statement
by a witnessing officer or employee
verifying the foregoing from his own
observation.

(b) If not delivered personally by an
authorized officer or employee of the
Service, money, evidences of indebted-
ness, and other valuable papers and
documents shall be sent by registered
mail (or other safe means).

(c) Persons receiving the money and
effects of a patient shall be required to
execute an itemized receipt therefor.

§35.52 Delivery of possession only;
title unaffected.

Except for delivery of effects to pur-
chasers at sales held in accordance
with §35.49, delivery or deposit under
this subpart of the money or effects, or
the proceeds of a sale of the effects, of
a deceased patient constitutes only a
transfer of possession and is not in-
tended to affect in any manner the
title to such money, effects, or pro-
ceeds.

Subpart E—Contributions for the
Benefit of Patients

AUTHORITY: Sec. 215, 58 Stat. 690, as amend-
ed, 63 Stat. 835 (42 U.S.C. 216); sec. 321, 58
Stat. 695, as amended, 62 Stat. 1017 (42 U.S.C.
248).

168



Public Health Service, HHS

SOURCE: 42 FR 60742, Nov. 29, 1977, unless
otherwise noted.

§35.61 Applicability.

This subpart sets forth the policies
and procedures governing the accept-
ance and administration of contribu-
tions of money or property intended
solely for the benefit of all patients in
a ward or unit or a particular hospital
or station of the Public Health Service,
excluding outpatient clinics. Such con-
tributions are distinguishable from (a)
monies or other valuables belonging to
specific patients which are accepted
and held in custody for the convenience
of the patient until such time as he or
she wishes to withdraw them, and (b)
gifts to the United States to support
Public Health Service functions under
section 501 of the Public Health Service
Act or other statutory provisions,
which may be accepted and adminis-
tered only in accordance with such
statutory provisions or other applica-
ble laws.

§35.62 Acceptance of contributions.

(a) The officer in charge of a hospital
or station or his delegate may accept
contributions of money or personal
property which are donated for the
general benefit of all patients within
the hospital or station (or a ward or
unit thereof) without further specifica-
tion or conditions as to use. Contribu-
tions tendered subject to conditions by
the donor, such as expenditure or use
only on behalf of certain patients or for
specific purposes, may not be accepted.

(b) Contribution of money or prop-
erty shall be accepted in writing.

§35.63 Report of and accounting for
contributions.

(a) Contributions of money accepted
pursuant to §35.62 (hereinafter referred
to as ‘“‘patient fund’’) will be treated
consistently with Federal deposit rules
and as supplemented with appropriate
procedures of the facility. This regula-
tion is not intended to exclude con-
tributions for the benefit of patients
from proper accountability and control
of funds and property.

(b) Contributions of property accept-
ed pursuant to §35.62 shall be recorded
and accounted for in the same manner
as other property of a similar kind

§35.66

maintained in the hospital or station,
but with suitable identification so that
it can be distinguished from govern-
ment-owned property.

§35.64 Donors.

Authorized contributions may be ac-
cepted from patients, employees and
other individuals, and agencies and or-
ganizations.

§35.65

Contributions of personal property
which may be accepted pursuant to
§35.62 include, but are not limited to,
recreational equipment, furniture, ra-
dios and television sets. After its useful
life, any cash proceeds realized upon
disposition of such property shall be
deposited to the credit of the patient
fund and shall be available for expendi-
ture pursuant to §35.66(c).

Acceptable personal property.

§35.66 Expenditure of cash contribu-
tions.

(a) Officials authorized to accept con-
tributions shall not maintain control
over the actual obligation or expendi-
ture of such monies.

(b) Only those officers or employees
specifically designated in writing by
the officer in charge for such purpose
may obligate and expend monies from
the patient fund. The names of officials
so designated shall be provided to the
relevant fiscal control office.

(c) Subject to availability of suffi-
cient funds, monies in the patient fund
may be expended for materials, serv-
ices or activities which contribute to
the well-being or morale of patients,
including but not limited to provision
of reading and entertainment mate-
rials, recreation activities, and, in ap-
propriate cases, necessary financial
support (including travel expenses,
meals, and lodging) of relatives, guard-
ians, or friends of patients to enable
such persons to be available for the pa-
tient’s comfort and support.

(d) Officers in charge may issue such
additional instructions, not incon-
sistent with this subpart, as may be
necessary to implement its provisions.
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PART 37—SPECIFICATIONS FOR
MEDICAL EXAMINATIONS OF
COAL MINERS

Subpart—Chest Radiographic
Examinations

Sec.
37.1
37.2
37.3
37.4

Scope.

Definitions.

Chest radiographs required for miners.

Chest radiographic examinations con-
ducted by the Secretary.
37.10 Standards incorporated by reference.
37.20 Miner identification document.

SPECIFICATIONS FOR PERFORMING CHEST
RADIOGRAPHIC EXAMINATIONS

37.40 General provisions.

37.41 Chest radiograph specifications—film.

37.42 Chest radiograph specifications—dig-
ital radiography systems.

37.43 Approval of radiographic facilities
that use film.

37.44 Approval of radiographic facilities
that use digital radiography systems.
37.45 Protection against radiation emitted

by radiographic equipment.

SPECIFICATIONS FOR INTERPRETATION, CLASSI-

FICATION, AND SUBMISSION OF CHEST
RADIOGRAPHS

37.50 Interpreting and classifying chest
radiographs—{film.

37.61 Interpreting and classifying chest
radiographs—digital radiography sys-

tems.

37.62 Proficiency in the use of systems for
classifying the pneumoconioses.

37.563 Method of obtaining definitive inter-
pretations.

37.54 Notification of abnormal radiographic
findings.

37.60 Submitting required chest radiograph
classification and miner identification
documents.

REVIEW AND AVAILABILITY OF RECORDS

37.70 Review of interpretations.
37.80 Availability of records for
radiographs.

Subpart—Spirometry Examinations

37.90 Scope.

37.91 Definitions.

37.92 Spirometry examinations required for
miners.

37.93 Approval of spirometry facilities.

37.94 Respiratory assessment form.

37.95 Specifications for performing
spirometry examinations.
37.96 Spirometry interpretations, reports,
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37.97 Standards incorporated by reference.
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Subpart—General Requirements

37.100 Coal mine operator plan for medical
examinations.

37.101 Approval of plans.

37.102 Transfer of affected miner to less
dusty area.

37.103 Medical examination at miner’s ex-
pense.

Subpart—Autopsies

37.200
37.201
37.202
37.203
37.204

AUTHORITY: Sec. 203, 83 Stat. 763; 30 U.S.C.
843, unless otherwise noted.

SOURCE: 43 FR 33715, Aug. 1, 1978, unless
otherwise noted.

Scope.

Definitions.

Payment for autopsy.

Autopsy specifications.
Procedure for obtaining payment.

Subpart—Chest Radiographic
Examinations

§37.1 Scope.

Under this subpart, coal mine opera-
tors are required to provide radio-
graphic examinations to each current
and new coal miner, using medical fa-
cilities approved by NIOSH in accord-
ance with standards established in this
subpart.

[79 FR 45118, Aug. 4, 2014]

§37.2 Definitions.

Any term defined in the Federal Mine
Safety and Health Act of 1977 and not
defined below will have the meaning
given it in the Act. As used in this sub-
part:

Act means the Federal Mine Safety
and Health Act of 1977 (30 U.S.C. 801, et
seq.).

Chest radiograph means a single
posteroanterior radiographic projec-
tion or radiograph of the chest at full
inspiration recorded on either film or
digital radiography systems.

Convenient time and place with respect
to the conduct of any examination under
this subpart means that the examina-
tion must be given at a reasonable
hour in the locality in which the miner
resides or a location that is equally ac-
cessible to the miner. For example, ex-
aminations at the mine during, imme-
diately preceding, or immediately fol-
lowing work and a ‘‘no appointment”
examination at a medical facility in a
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community easily accessible to the
residences of a majority of the miners
working at the mine, will be considered
of equivalent convenience for purposes
of this paragraph.

Digital radiography systems, as used in
this context, include both Digital Radi-
ography (DR) and Computed Radiog-
raphy (CR).

(1) Computed radiography (CR) is the
term for digital X-ray image acquisi-
tion systems that detect X-ray signals
using a cassette-based photostimulable
storage phosphor. Subsequently, the
cassette is processed using a stimu-
lating laser beam to convert the latent
radiographic image to electronic sig-
nals which are then processed and
stored so they can be displayed.

(2) Digital radiography (DR) is the
term used for digital X-ray image ac-
quisition systems in which the X-ray
signals received by the image detector
are converted nearly instantaneously
to electronic signals without movable
cassettes.

ILO Classification means the below-
referenced classification of radiographs
of the pneumoconioses system devised
by an international committee of the
International Labour Office (ILO), in-
cluding a complete set of standard film
radiographs or digital chest image files
available from the ILO or other set of
chest image files accepted by NIOSH as
equivalent.

MSHA means the Mine Safety and
Health Administration, Department of
Labor.

Miner means any individual working
in a coal or other mine.

NIOSH means the National Institute
for Occupational Safety and Health
(NIOSH), located within the Centers for
Disease Control and Prevention (CDC).
Within NIOSH, the Division of Res-
piratory Disease Studies (DRDS), 1095
Willowdale Road, Morgantown, WV
26505, formerly called the Appalachian
Laboratory for Occupational Safety
and Health, is the organizational unit
that has programmatic responsibility
for the medical examination and sur-
veillance program.

NIOSH representative means employ-
ees of CDC/NIOSH and employees of
CDC contractors.

Operator means any owner, lessee, or
other person who operates, controls, or

§37.2

supervises a coal or other mine or any
independent contractor performing
services or construction at such mine.

Panel of B Readers means the group of
physicians that are currently approved
by NIOSH as B Readers.

Pre-placement physical examination
means any medical examination that
includes a chest radiographic examina-
tion given in accordance with the spec-
ifications of this Part to a person not
previously employed by the same oper-
ator. Such examinations should be con-
ducted consistent with applicable law,
including the Americans with Disabil-
ities Act of 1990, which provides that
pre-placement examinations take place
only after an offer of employment has
been made and subject to certain re-
strictions (42 U.S.C. 12112(d)).

Qualified medical physicist means an
individual who is trained in evaluating
the performance of radiographic equip-
ment including radiation controls and
facility quality assurance programs,
and has the relevant current certifi-
cation by a competent U.S. national
board, or unrestricted license or ap-
proval from a U.S. State or territory.

Radiographic technique chart means a
table that specifies the types of cas-
sette, intensifying screen, film or dig-
ital detector, grid, filter, and lists X-
ray machine settings (timing, KkVp,
mA) that enables the radiographer to
select the correct settings based on the
body habitus or the thickness of the
chest tissue.

Radiologic technologist means an indi-
vidual who has met the requirements
for privileges to perform general radio-
graphic procedures and for competence
in using the equipment and software
employed by the examining facility to
obtain chest images as specified by the
State or Territory and examining facil-
ity in which such services are provided.
Optimally, such an individual will have
completed a formal training program
in radiography leading to a certificate,
an associate degree, or a bachelor’s de-
gree and participated in the voluntary
initial certification and annual re-
newal of registration for radiologic
technologists offered by the American
Registry of Radiologic Technologists.

Secretary means the Secretary of
Health and Human Services and any
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other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
may be delegated.

Soft copy means the image of a coal
miner’s chest radiograph acquired
using a digital radiography system,
viewed at the full resolution of the
image acquisition system using an
electronic medical image display de-
vice.

[77 FR 56726, Sept. 13, 2012, as amended at 79
FR 45118, Aug. 4, 2014]

§37.3 Chest radiographs required for
miners.

(a) Voluntary examinations. Every op-
erator must provide to each miner who
is employed in or at any of its coal
mines and who was employed in coal
mining prior to December 30, 1969, or
who has completed the required exami-
nations under §37.3(b) an opportunity
for a chest radiograph at no cost to the
miner in accordance with this subpart:

(1) NIOSH will notify the operator of
each coal mine of a period within
which the operator may provide exami-
nations to each miner employed at its
coal mine. The period must begin no
sooner than October 15, 2012, and end
no later than a date specified by
NIOSH separately for each coal mine.
Within the period specified by NIOSH
for each mine, the operator may select
a 6-month period within which to pro-
vide examinations in accordance with a
plan approved under §37.101.

(2) For all voluntary examinations,
NIOSH will notify the operator of each
coal mine when sufficient time has
elapsed since the end of the previous 6-
month period of examinations. NIOSH
will specify to the operator of each
mine a period within which the oper-
ator may provide examinations to its
miners employed at its coal mine. The
period must begin no sooner than 3.5
years and end no later than 4.5 years
subsequent to the ending date of the
previous 6-month period specified for a
coal mine either by the operator on an
approved plan or by NIOSH if the oper-
ator did not submit an approved plan.
Within the period specified by NIOSH
for each mine, the operator may select
a 6-month period within which to pro-
vide examinations in accordance with a
plan approved under §37.101.
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Example: NIOSH finds that examinations
were previously provided to miners employed
at mine Y in a 6-month period from July 1,
2013, to December 31, 2013. NIOSH notifies the
operator at least 3 months before July 1, 2017
(3.5 years after December 31, 2013) that the
operator may select and designate on its
plan the next 6-month period within which
to offer examinations to its miners employed
at mine Y. The 6-month period must be
scheduled between July 1, 2017, and July 1,
2018 (between 3.5 and 4.5 years after Decem-
ber 31, 2013).

(3) Within either the next or future
period(s) specified by NIOSH to the op-
erator for each of its coal mines, the
operator of the coal mine may select a
different 6-month period for each of its
mines within which to offer examina-
tions. In the event the operator does
not submit an approved plan, NIOSH
will specify a 6-month period to the op-
erator within which miners must have
the opportunity for examinations.

(b) Mandatory examinations. Every op-
erator must provide to each miner who
begins working in or at an underground
coal mine for the first time after De-
cember 30, 1969 or in or at a surface
coal mine for the first time after Au-
gust 1, 2014:

(1) An initial chest radiograph, as
soon as possible, but in no event later
than 30 days after commencement of
employment or within 30 days of ap-
proval of a plan to provide chest
radiographs. An initial chest
radiograph given to a miner according
to former regulations for this subpart
prior to August 1, 2014 will also be con-
sidered as fulfilling this requirement.

(2) A second chest radiograph, in ac-
cordance with this subpart, 3 years fol-
lowing the initial examination if the
miner is still engaged in coal mining. A
second radiograph given to a miner ac-
cording to former regulations under
this subpart prior to August 1, 2014 will
be considered as fulfilling this require-
ment.

(3) A third chest radiograph 2 years
following the second chest radiograph
if the miner is still engaged in coal
mining and if the second radiograph
shows evidence of category 1 (1/0, 1/1, 1/
2), category 2 (2/1, 2/2, 2/3), category 3 (3/
2, 3/3, 3/+) simple pneumoconioses, or
complicated pneumoconioses (ILO
Classification) or if the second
spirometry examination specified in
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§37.92(b)(2) shows evidence of decreased
lung function to the extent specified in
§37.92(b)(3).

(c) Notification. NIOSH will notify the
miner when he or she is due to receive
the second or third mandatory exam-
ination under (b) of this section. Simi-
larly, NIOSH will notify the coal mine
operator when the miner is to be given
a second examination. The operator
will be notified concerning a miner’s
third examination only with the min-
er’s written consent, and the notice to
the operator must not state the med-
ical reason for the examination or that
it is the third examination in the se-
ries. If the miner is notified by NIOSH
that the third mandatory examination
is due and the operator is not so noti-
fied, availability of the radiographic
examination under the NIOSH-ap-
proved operator’s plan will constitute
the operator’s compliance with the re-
quirement to provide a third manda-
tory examination even if the miner re-
fuses to take the examination.

(d) Awvailability of chest radiographs.
The opportunity for chest radiographs
to be made available by an operator for
purposes of this subpart must be pro-
vided in accordance with a plan that
has been submitted and approved in ac-
cordance with this subpart.

[79 FR 45118, Aug. 4, 2014]

§37.4 Chest radiographic examina-
tions conducted by the Secretary.

(a) The Secretary will give chest
radiographs or make arrangements
with an appropriate person, agency, or
institution to give the chest
radiographs and with A or B Readers to
interpret the radiographs required
under this subpart in the locality
where the miner resides, at the mine,
or at a medical facility easily acces-
sible to a mining community or mining
communities, under the following cir-
cumstances:

(1) Where, in the judgment of the
Secretary, due to the lack of adequate
medical or other necessary facilities or
personnel at the mine or in the locality
where the miner resides, the required
radiographic examination cannot be
given.

(2) Where the operator has not sub-
mitted an approvable plan.

§37.10

(3) Where, after commencement of an
operator’s program pursuant to an ap-
proved plan and after notice to the op-
erator of his failure to follow the ap-
proved plan and, after allowing 15 cal-
endar days to bring the program into
compliance, the Secretary determines
and notifies the operator in writing
that the operator’s program still fails
to comply with the approved plan.

(b) The operator of the mine shall re-
imburse the Secretary or other person,
agency, or institution as the Secretary
may direct, for the cost of conducting
each examination made in accordance
with this section.

(c) All examinations given or ar-
ranged by the Secretary will comply
with the time requirements of §37.3.
Whenever the Secretary gives or ar-
ranges for the examinations of miners
at a time, a written notice of the ar-
rangements will be sent to the operator
who shall post the notice on the mine
bulletin board.

(d) Operators of mines selected by
NIOSH to participate in the National
Study of Coal Workers’ Pneumo-
coniosis (an epidemiological study of
respiratory diseases in coal miners)
and who agree to cooperate will have
all their miners afforded the oppor-
tunity to have a chest radiograph re-
quired hereunder at no cost to the op-
erator. For future examinations and
for mandatory examinations each par-
ticipating operator must submit an ap-
provable plan.

[43 FR 33715, Aug. 1, 1978, as amended at 77
FR 56728, Sept. 13, 2012. Redesignated and
amended at 79 FR 45119, Aug. 4, 2014]

§37.10 Standards incorporated by ref-
erence.

(a) Certain material is incorporated
by reference into this subpart, Sub-
part—Chest Radiographic Examina-
tions, with the approval of the Director
of the Federal Register under 5 U.S.C.
5b2(a) and 1 CFR part 51. To enforce
any edition other than that specified in
this section, NIOSH must publish no-
tice of change in the FEDERAL REG-
ISTER and the material must be avail-
able to the public. All approved mate-
rial is available for inspection at
NIOSH, Division of Respiratory Disease
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Studies, 1095 Willowdale Road, Morgan-
town, WV 26505. To arrange for an in-
spection at NIOSH, call 304-285-5749.
Copies are also available for inspection
at the National Archives and Records
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202-741-6030 or go to
http://www.archives.gov/federal register/
code of federal regulations/

ibr locations.html.

(b) American Association of Physi-
cists in Medicine, Order Department,
Medical Physics Publishing, 4513
Vernon Blvd., Madison, WI 53705, http:/
WWW.aaPm.org/pubs/reports:

(1) AAPM On-Line Report No. 03, As-
sessment of Display Performance for
Medical Imaging Systems, April 2005,
into §37.51(d) and (e).

(2) AAPM Report No. 14, Performance
Specifications and Acceptance Testing
for X-Ray Generators and Automatic
Exposure Control Devices, Report of
the Diagnostic X-Ray Imaging Com-
mittee Task Group on Performance
Specifications and Acceptance Testing
for X-Ray Generators and Automatic
Exposure Control Devices, published by
the American Institute of Physics for
AAPM, January 1985, into §§37.42(h)
and 37.44(g).

(3) AAPM Report No. 31, Standard-
ized Methods for Measuring Diagnostic
X-Ray Exposures, Report of Task
Group 8, Diagnostic X-Ray Imaging
Committee, published by the American
Institute of Physics, July 1990, into
§37.44(g).

(4) AAPM Report No. 74, Quality Con-
trol in Diagnostic Radiology, Report of
Task Group 12, Diagnostic X-Ray Imag-
ing Committee, published by Medical
Physics Publishing for AAPM, July
2002, into §§37.42(h), 37.43(f), and
37.44(g).

(5) AAPM Report No. 93, Acceptance
Testing and Quality Control of
Photostimulable Storage Phosphor Im-
aging Systems, October 2006, into
§§37.42(i) and 37.44(g).

(6) AAPM Report No. 116, An Expo-
sure Indicator for Digital Radiography,
Report of AAPM Task Group 116, pub-
lished by AAPM, July 2009, into
§37.44(g).

(c) American College of Radiology,
1891 Preston White Dr., Reston, VA
20191, hitp://www.acr.org/~/media/ACR/

42 CFR Ch. I (10-1-14 Edition)

Documents/PGTS/guidelines/
Reference Levels.pdf:

(1) ACR Practice Guideline for Diag-
nostic Reference Levels in Medical X-
Ray Imaging, Revised 2008 (Resolution
3), into §§37.42(i) and 37.44(g).

(2) [Reserved]

(d) International Labour Office, CH-
1211 Geneva 22, Switzerland, http:/
www.ilo.org/publns:

(1) Guidelines for the Use of the ILO
International Classification of
Radiographs of Pneumoconioses, Re-
vised Hdition 2011, into §§37.50(a),
37.50(c), and 37.51(b).

(2) [Reserved]

(e) National Council on Radiation
Protection and Measurements, NCRP
Publications, 7910 Woodmont Avenue,
Suite 400, Bethesda, MD 20814-3095,
Telephone (800) 229-2652, http://
www.ncrppudblications.org:

(1) NCRP Report No. 102, Medical X-
ray, Electron Beam, and Gamma-Ray
Protection for Energies Up to 50 MeV
(Equipment Design, Performance, and
Use), issued June 30, 1989, into §37.45.

(2) NCRP Report No. 105, Radiation
Protection for Medical and Allied
Health Personnel, issued October 30,
1989, into §37.45.

(3) NCRP Report No. 147, Structural
Shielding Design for Medical X-Ray
Imaging Facilities, revised March 18,
2005, into §37.45.

(f) National Electrical Manufacturers
Association, 1300 N. 17th Street,
Rosslyn, VA 22209, hitp://med-
ical.nema.org:

(1) DICOM Standard PS 3.3-2011, Dig-
ital Imaging and Communications in
Medicine (DICOM) standard, Part 3: In-
formation Object Definitions, copy-
right 2011, into §37.42(i).

(2) DICOM Standard PS3.4-2011, Dig-
ital Imaging and Communications in
Medicine (DICOM) standard, Part 4:
Service Class Specifications, copyright
2011, into §37.42(i).

(3) DICOM Standard PS 3.10-2011,
Digital Imaging and Communications
in Medicine (DICOM) standard, Part 10:
Media Storage and File Format for
Media Interchange, copyright 2011, into
§37.42(1).

(4) DICOM Standard PS 3.11-2011,
Digital Imaging and Communications
in Medicine (DICOM) standard, Part 11:
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Media Storage Application Profiles,
copyright 2011, into §37.42(i).

(6) DICOM Standard PS 3.12-2011,
Digital Imaging and Communications
in Medicine (DICOM) standard, Part 12:
Media Formats and Physical Media for
Media Interchange, copyright 2011, into
§§37.42(i) and 37.44(a).

(6) DICOM Standard PS 3.14-2011,
Digital Imaging and Communications
in Medicine (DICOM) standard, Part 14:
Grayscale Standard Display Function,
copyright 2011, into §§37.42(i)(6) and
37.51(d).

(7) DICOM Standard PS 3.16-2011,
Digital Imaging and Communications
in Medicine (DICOM) standard, Part 16:
Content Mapping Resource, copyright
2011, §37.42(1).

[77 FR 56728, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

§37.20 Miner identification document.

As part of the radiographic examina-
tion, a Miner Identification Document
(Form CDC/NIOSH (M)2.9) which in-
cludes an occupational history ques-
tionnaire must be completed for each
miner at the facility where the
radiograph is made at the same time
the chest radiograph required by this
subpart is given.

[77 FR 56729, Sept. 13, 2012]

SPECIFICATIONS FOR PERFORMING CHEST
RADIOGRAPHIC EXAMINATIONS

§37.40 General provisions.

(a) The chest radiographic examina-
tion must be given at a convenient
time and place.

(b) The chest radiographic examina-
tion consists of the chest radiograph,
and a complete Radiographic Interpre-
tation Form (Form CDC/NIOSH (M)2.8),
and Miner Identification Document
(Form CDC/NIOSH (M)2.9).

(c) A radiographic examination must
be made in a facility approved in ac-
cordance with §37.43 or §37.44. Chest
radiographs of miners under this sec-
tion must be performed:

(1) By or under the supervision of a
physician who makes chest radiographs
in the normal course of practice and
who has demonstrated ability to make
chest radiographs of a quality to best

§37.41

ascertain the presence of pneumo-
coniosis; or

(2) By a radiologic technologist as de-
fined in §37.2.

[77 FR 56729, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

§387.41 Chest
tions—film.

radiograph specifica-

(a) Miners must be disrobed from the
waist up at the time the radiograph is
given. The facility must provide a
dressing area and for those miners who
wish to use one, the facility will pro-
vide a clean gown. Facilities must be
heated to a comfortable temperature.

(b) Every chest radiograph must be a
single posteroanterior projection at
full inspiration on a film being no less
than 14 by 17 inches and no greater
than 16 by 17 inches. The film and cas-
sette must be capable of being posi-
tioned both vertically and horizontally
so that the chest radiograph will in-
clude both apices and costophrenic an-
gles. If a miner is too large to permit
the above requirements, then the pro-
jection must include both apices with
minimum loss of the costophrenic
angle.

(c) Chest radiographs of miners under
this section must be performed:

(1) By or under the supervision of a
physician who makes chest radiographs
in the normal course of practice and
who has demonstrated ability to make
chest radiographs of a quality to best
ascertain the presence of pneumo-
coniosis; or

(2) By a radiologic technologist as de-
fined in §37.2.

(d) Radiographs must be made with a
diagnostic X-ray machine with a max-
imum actual (not nominal) source
(focal spot) of 2 mm, as measured in
two orthogonal directions.

(e) Except as provided in this para-
graph (e), radiographs must be made
with units having generators that com-
ply with the following:

(1) The generators of existing radio-
graphic units acquired by the exam-
ining facility prior to July 27, 1973,
must have a minimum rating of 200 mA
at 100 kVp;

(2) Generators of units acquired sub-
sequent to that date must have a min-
imum rating of 300 mA at 125 kVp.
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(f) Radiographs made with battery-
powered mobile or portable equipment
must be made with units having a min-
imum rating of 100 mA at 110 kVp at
500 Hz, or of 200 mA at 110 kVp at 60 Hz.

(g) Capacitor discharge and field
emission units may be used if the
model of such units is approved by
NIOSH for quality, performance, and
safety. NIOSH will consider such units
for approval when listed by a facility
seeking approval under §§37.43 or 37.44.

(h) Radiographs must be given only
with equipment having a beam-lim-
iting device that does not cause large
unexposed boundaries. The beam lim-
iting device must provide rectangular
collimation and must be of the type de-
scribed in 21 CFR 1020.31(d), (e), (f), and
(g). The use of such a device must be
discernible from an examination of the
radiograph.

(i) To ensure high quality chest
radiographs:

(1) The maximum exposure time
must not exceed 50 milliseconds except
that with single phase units with a rat-
ing less than 300 mA at 125 kVp and
subjects with chests over 28 cm
posteroanterior, the exposure may be
increased to not more than 100 milli-
seconds;

(2) The source or focal spot to film
distance must be at least 6 feet;

(3) Medium speed film and medium
speed intensifying screens are rec-
ommended. However, any film-screen
combination, the rated ‘‘speed” of
which is at least 100 and does not ex-
ceed 300, that produces radiographs
with spatial resolution, contrast, lati-
tude and quantum mottle similar to
those of systems designated as ‘‘me-
dium speed” may be employed;

(4) Film-screen contact shall be
maintained and verified at 6 month or
shorter intervals;

(5) Intensifying screens shall be in-
spected at least once a month and
cleaned when necessary by the method
recommended by the manufacturer;

(6) All intensifying screens in a cas-
sette shall be of the same type and
made by the same manufacturer;

(7) A suitable grid or other means of
reducing scattered radiation must be
used;

(8) The geometry of the radiographic
system shall insure that the central
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axis (ray) of the primary beam is per-
pendicular to the plane of the film sur-
face and impinges on the center of the
film;

(9) A formal quality assurance pro-
gram shall be established at each facil-
ity.

(j) Radiographic processing:

(1) Either automatic or manual film
processing is acceptable. A constant
time-temperature technique shall be
meticulously employed for manual
processing.

(2) If mineral or other impurities in
the processing water introduce dif-
ficulty in obtaining a high-quality
radiograph, a suitable filter or purifi-
cation system must be used.

(k) Before the miner is advised that
the examination is concluded, the
radiograph must be processed and in-
spected and accepted for quality by the
physician, or if the physician is not
available, acceptance may be made by
the radiologic technologist. In a case of
a substandard radiograph, another
must be immediately made. All sub-
standard radiographs must be clearly
marked as rejected and promptly sent
to NIOSH for disposal.

(1) An electric power supply shall be
used which complies with the voltage,
current, and regulation specified by the
manufacturer of the machine.

(m) A test object may be required on
each radiograph for an objective eval-
uation of film quality at the discretion
of NIOSH.

(n)(1) Each radiograph made here-
under must be permanently and legibly
marked with:

(i) The name and address or NIOSH
approval number of the facility at
which it is made;

(ii) The miner’s Social Security num-
ber;

(iii) The miner’s date of birth; and

(iv) The date of the radiograph.

(2) No other identifying markings
may be recorded on the radiograph.

[43 FR 33715, Aug. 1, 1978, as amended at 52

FR 7866, Mar. 13, 1987, 77 FR 56729, Sept. 13,
2012]

§37.42 Chest radiograph specifica-
tions—digital radiography systems.

(a) Miners must be disrobed from the
waist up at the time the radiograph is
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given. The facility must provide a pri-
vate dressing area and for those miners
who wish to use one, the facility must
provide a clean gown. Facilities must
be heated to a comfortable tempera-
ture.

(b) Every digital chest radiograph
taken as required under this section
must be a single posteroanterior pro-
jection at full inspiration on a digital
detector with sensor area being no less
than 1505 cm square centimeters with a
minimum width of 35cm. The imaging
plate must have a maximum pixel
pitch of 200um, with a minimum bit
depth of 10. Spatial resolution must be
at least 2.5 line pairs per millimeter.
The storage phosphor cassette or dig-
ital image detector must be positioned
either vertically or horizontally so
that the image includes the apices and
costophrenic angles of both right and
left lungs. If the detector cannot in-
clude the apices and costophrenic an-
gles of both lungs as described, then
two side-by-side images can be ob-
tained that together include the apices
and the costophrenic angles of both
right and left lungs.

(c) Chest radiographs of miners under
this section must be performed:

(1) By or under the supervision of a
physician who makes chest radiographs
in the normal course of practice and
who has demonstrated ability to make
chest radiographs of a quality to best
ascertain the presence of pneumo-
coniosis; or

(2) By a radiologic technologist as de-
fined in §37.2.

(d) Radiographs must be made with a
diagnostic X-ray machine with a max-
imum actual (not nominal) source
(focal spot) of 2 mm, as measured in
two orthogonal directions.

(e) Radiographs must be made with
units having generators which have a
minimum rating of 300 mA at 1256 KVp.
Exposure kilovoltage must be at least
the minimum as recommended by the
manufacturer for chest radiography.

(f) An electric power supply must be
used that complies with the voltage,
current, and regulation specified by the
manufacturer of the machine. If the
manufacturer or installer of the radio-
graphic equipment recommends equip-
ment for control of electrical power

§37.42

fluctuations, such equipment must be
used as recommended.

(g) Radiographs must be obtained
only with equipment having a beam-
limiting device that does not cause
large unexposed boundaries. The beam
limiting device must provide rectan-
gular collimation. Electronic post-
image acquisition ‘‘shutters’ available
on some CR and DR systems that limit
the size of the final image and that
simulate collimator limits must not be
used. The use and effect of the beam
limiting device must be discernible on
the resulting image.

(h) Radiographic technique charts
must be used that are developed spe-
cifically for the X-ray system and de-

tector combinations used, indicating
exposure parameters by anatomic
measurements.

(1) If automated exposure control de-
vices are used, performance must be
documented by a medical physicist uti-
lizing the image capture systems and
exposure parameters used at the facil-
ity for chest imaging, using methods
recommended in AAPM Report No. 74,
pages 17-18, and in AAPM Report No.
14, pages 61-62 (incorporated by ref-
erence, see §37.10).

(2) Exposure parameters achieved
during the evaluation of the automated
exposure system must be recorded by
the medical physicist in a written re-
port or electronic file that is stored at
the facility and available for inspec-
tion by NIOSH for a minimum of 5
years after the miner’s examination.

(i) To ensure high quality digital
chest radiographs:

(1) The maximum exposure time
must not exceed 50 milliseconds except
for subjects with chests over 28 centi-
meters posteroanterior, for whom the
exposure time must not exceed 100 mil-
liseconds;

(2) The distance from source or focal
spot to detector must be at least 70
inches (or 180 centimeters if measured
in centimeters);

(3) The exposure setting for chest im-
ages must be within the range of 100-
300 equivalent exposure speeds and
must comply with ACR Practice Guide-
line for Diagnostic Reference Levels in
Medical X-Ray Imaging, Section V—
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Diagnostic Reference Levels For Imag-
ing With Ionizing Radiation and Sec-
tion VII—Radiation Safety in Imaging
(incorporated by reference, see §37.10).
Radiation exposures should be periodi-
cally measured and patient radiation
doses estimated by the medical physi-
cist to assure doses are as low as rea-
sonably achievable.

(4) Digital radiography system per-
formance, including resolution, modu-
lation transfer function (MTF), image
signal-to-noise and detective quantum
efficiency must be evaluated and
judged acceptable by a qualified med-
ical physicist using the specifications
in AAPM Report No. 93, pages 1-68 (in-
corporated by reference, see §37.10).
Image management software and set-
tings for routine chest imaging must
be used, including routine amplifi-
cation of digital detector signal as well
as standard image post-processing
functions. Image or edge enhancement
software functions must not be em-
ployed unless they are integral to the
digital radiography system (not elec-
tive); in such cases, only the minimum
image enhancement permitted by the
system may be employed.

(5)(1) The image object, transmission
and associated data storage, file for-
mat, and transmission of associated in-
formation must conform to the fol-
lowing components of the Digital Im-
aging and Communications in Medicine
(DICOM) standard (incorporated by ref-
erence, see §37.10):

(A) DICOM Standard PS 3.3-2011,
Annex A—Composite Information Ob-
ject Definitions, sections: Computed
Radiography Image Information Object
Definition; Digital X-Ray Image Infor-
mation Object Definition; X-Ray Radi-
ation Dose SR Information Object Defi-
nition; and Grayscale Softcopy Presen-
tation State Information Object Defi-
nition.

(B) DICOM Standard PS3.4-2011,
Annex B—Storage Service Class; Annex
N—Softcopy Presentation State Stor-
age SOP Classes; Annex O—Structured
Reporting Storage SOP Classes.

(C) DICOM Standard PS 3.10-2011.

(D) DICOM Standard PS 3.11-2011

(E) DICOM Standard PS 3.12-2011.

(F) DICOM Standard PS 3.14-2011.

(G) DICOM Standard PS 3.16-2011.
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(ii) Identification of each miner,
chest image, facility, date and time of
the examination must be encoded with-
in the image information object, ac-
cording to DICOM Standard PS 3.3-
2011, Information Object Definitions,
for the DICOM ‘DX’ object. If data
compression is performed, it must be
lossless. Exposure parameters (KVp,
mA, time, beam filtration, scatter re-
duction, radiation exposure) must be
stored in the DX information object.

(iii) Exposure parameters as defined
in the DICOM Standard PS 3.16-2011
must additionally be provided, when
such parameters are available from the
facility digital image acquisition sys-
tem or recorded in a written report or
electronic file and either transmitted
to NIOSH or stored at the facility and
available for inspection by NIOSH for 5
years after the examination.

(6) A specific test object may be re-
quired on each radiograph for an objec-
tive evaluation of image quality at the
discretion of NIOSH.

(7) CR imaging plates must be in-
spected at least once a month and
cleaned when necessary by the method
recommended by the manufacturer;

(8) A grid or air gap for reducing
scattered radiation must be used; grids
must not be used that cause Moiré in-
terference patterns in either horizontal
or vertical images.

(9) The geometry of the radiographic
system must ensure that the central
axis (ray) of the primary beam is per-
pendicular to the plane of the CR imag-
ing plate, or DR detector and is cor-
rectly aligned to the grid;

(10) Radiographs must not be made
when the environmental temperatures
and humidity in the facility are out-
side the manufacturer’s recommended
range of the CR and DR equipment to
be used.

(11) Before the miner is advised that
the examination is concluded, the
radiograph must be processed and in-
spected and accepted for quality by the
physician, or if the physician is not
available, acceptance may be made by
the radiologic technologist. In a case of
a substandard radiograph, another
must be made immediately. Unaccept-
able digital image files must be fully
deleted immediately or rendered per-
manently inaccessible in the event
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that permanent deletion is not techno-
logically feasible.

(j) The following are not authorized
for use under this section:

(1) Digital images derived from film
screen chest radiographs (e.g., by scan-
ning or digital photography); or

(2) Images that were acquired using
digital systems and then printed on
transparencies for back-lighted display
(e.g., using tradition view boxes).

[77 FR 56730, Sept. 13, 2012]

§37.43 Approval of radiographic facili-
ties that use film.

(a) Facilities become eligible to par-
ticipate in this program by dem-
onstrating their ability to make high
quality diagnostic chest radiographs by
submitting to NIOSH six or more sam-
ple chest radiographs made and proc-
essed at the applicant facility and
which are of acceptable quality to one
or more individuals selected by NIOSH
from the panel of B Readers. Appli-
cants must also submit a radiograph of
a plastic step-wedge object! or other
test object (available on loan from
NIOSH) that was made and processed
at the same time with the same tech-
nique as the radiographs submitted and
processed at the facility for which ap-
proval is sought. At least one chest
radiograph and one test object
radiograph must have been made with
each unit to be used hereunder. All
radiographs must have been made
within 15 calendar days prior to sub-
mission and must be marked to iden-
tify the facility where each radiograph
was made, the X-ray machine used, and
the date each was made. The chest
radiographs will be returned and may
be the same radiographs submitted
pursuant to §37.50.

(b) Each radiographic facility sub-
mitting chest radiographs for approval
under this section must complete and
include an X-ray Facility Certification
Document (Form CDC/NIOSH (M) 2.11)
describing each X-ray unit to be used
to make chest radiographs under the
Act. The form must include:

1The plastic step-wedge object is described
in Trout ED, Kelley JP [1973]. A phantom for
the evaluation of techniques and equipment
used for roentgenography of the chest. Amer
J Roentgenol 117(4):771-776.
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(1) The date of the last radiation
safety inspection by an appropriate li-
censing agency or, if no such agency
exists, by a qualified expert as defined
in NCRP Report No. 102 (incorporated
by reference, see §37.10);

(2) The deficiencies found;

(3) A statement that all the defi-
ciencies have been corrected; and

(4) The date of acquisition of the X-
ray unit. To be acceptable, the radi-
ation safety inspection must have been
made within 1 year preceding the date
of application.

(c) Radiographs submitted with ap-
plications for approval under this sec-
tion will be evaluated by one or more
individuals selected by NIOSH from the
panel of B Readers or by a qualified
medical physicist or consultant. Appli-
cants will be advised of any reasons for
denial of approval.

(d) NIOSH or its representatives may
make a physical inspection of the ap-
plicant’s facility and any approved ra-
diographic facility at any reasonable
time to determine if the requirements
of this subpart are being met.

(e) NIOSH may require a facility pe-
riodically to resubmit radiographs of a
test object, sample radiographs, or a
Facility Certification Document for
quality control purposes. Approvals
granted hereunder may be suspended or
withdrawn by notice in writing when in
the opinion of NIOSH the quality of
radiographs or information submitted
under this section warrants such ac-
tion. A copy of a notice withdrawing
approval will be sent to each operator
who has listed the facility as its facil-
ity for giving chest radiographs and
must be displayed on the mine bulletin
board adjacent to the operator’s ap-
proved plan. The approved plan will be
reevaluated by NIOSH in light of this
change.

(f) A formal written quality assur-
ance program must be established at
each facility addressing radiation expo-
sures, equipment maintenance, and
image quality, and must conform to
the standards in AAPM Report No. 74,
pages 1-19, 47-563, and 56 (incorporated
by reference, see §37.10).

(g) In conducting medical examina-
tions pursuant to this Part, physicians
and radiographic facilities must main-
tain the results and analysis of these
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examinations (including any hard cop-
ies or digital files containing indi-
vidual data, interpretations, and im-
ages) consistent with applicable stat-
utes and regulations governing the
treatment of individually identifiable
health information, including, as appli-
cable, the HIPAA Privacy and Security
Rules (45 CFR part 160 and subparts A,
C, and E of part 164).

[ 77 FR 56731, Sept. 13, 2012]

§37.44 Approval of radiographic facili-
ties that use digital radiography
systems.

(a) Applications for facility approval.
(1) Facilities seeking approval must
demonstrate the ability to make high
quality digital chest radiographs by
submitting to NIOSH digital radio-
graphic image files of a test object
(e.g., a plastic step-wedge or chest
phantom which will be provided on
loan from NIOSH) as well as digital ra-
diographic image files from six or more
sample chest radiographs that are of
acceptable quality to one or more indi-
viduals selected by NIOSH from the
panel of B Readers and a qualified med-
ical physicist or consultant, both des-
ignated by NIOSH. Image files must be
submitted on standard portable media
(compact or digital video disc) and for-
matted to meet specifications of the
Digital Imaging and Communications
in Medicine (DICOM) standard PS 3.12—
2011 (incorporated by reference, see
§37.10). Applicants will be advised of
any reasons for denial of approval. All
submitted images must be made within
60 days prior to the date of application
using the same technique, equipment,
and software as will be used by the fa-
cility under the requested approval. At
least six chest radiographs and one test
object radiograph must have been made
with each digital radiographic unit to
be used by the facility under the re-
quested approval. The corresponding
radiographic image files must be sub-
mitted on standard portable media
(compact or digital video disc) and for-
matted to meet specifications of the
current DICOM Standard PS 3.12-2011.
Documentation must include the fol-
lowing: the identity of the facility
where each radiograph was made; the
X-ray machine used; and the model,
version, and production date of each
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image acquisition software program
and hardware component. The sub-
mitted sample digital chest image files
must include at least two taken with
the detector in the vertical position
and two in the horizontal position
where the imaging system permits
these positions, and at least two chest
images must be from persons within
the highest quartile of chest diameters
(28 cm or greater).

(2) Each radiographic facility submit-
ting chest radiographic image files for
approval under this section must com-
plete and include an X-ray Facility
Certification Document (Form CDC/
NIOSH (M)2.11) describing each X-ray
system component, and the models and
versions of image acquisition hardware
and software to be used to make digital
chest radiographs under the Act. The
form must include:

(i) A copy of a dated report signed by
a qualified medical physicist, docu-
menting the evaluation of radiation
safety and performance characteristics
specified in this section for each digital
radiography system;

(ii) A copy of the report of the most
recent radiation safety inspection by a
licensing agency, if such agency exists;

(iii) A listing of all deficiencies noted
in either of the reports;

(iv) A statement that all the listed
deficiencies have been corrected; and

(v) The names and relevant training
and experience of facility personnel de-
scribed in paragraphs (b), (d), and (e) of
this section. To be acceptable, the re-
port by the medical physicist and radi-
ation safety inspection specified in this
paragraph must have been made within
1 year prior to the date of submission
of the application.

(b) Facilities must maintain ongoing
licensure and certification under rel-
evant local, State, and Federal laws
and regulations for all digital equip-
ment and related processes covered
under this part.

(c) NIOSH or its representatives may
make a physical inspection of the ap-
plicant’s facility and any approved ra-
diographic facility at any reasonable
time to determine if the requirements
of this subpart are being met.

(d) NIOSH may periodically require a
facility to resubmit radiographic
image files of the NIOSH-supplied test
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object (e.g., step-wedge or chest phan-
tom), sample radiographs, or a Facility
Certification Document. Approvals
granted to facilities under this section
may be suspended or withdrawn by no-
tice in writing when, in the opinion of
NIOSH, deficiencies in the quality of
radiographs or information submitted
under this section warrant such action.
A copy of a notice suspending or with-
drawing approval will be sent to each
operator that has listed the facility for
its use under this Part and must be dis-
played on the mine bulletin board adja-
cent to the operator’s approved plan.
The operator’s approved plan may be
reevaluated by NIOSH in response to
such suspension or withdrawal.

(e) A qualified medical physicist who
is familiar with the facility hardware
and software systems for image acqui-
sition, manipulation, display, and stor-
age, must be on site or available as a
consultant. The physicist must be
trained in evaluating the performance
of radiographic equipment and facility
quality assurance programs, and must
be licensed/approved by a State or Ter-
ritory of the United States or certified
by a competent U.S. national board.

(f) Facilities must document that
testing performed by a qualified med-
ical physicist has verified that per-
formance of each image acquisition
system for which approval is sought
met initial specifications and stand-
ards of the equipment manufacturer
and performance testing as required
under paragraphs (b), (e), and (g) of this
section.

(g) A formal written quality assur-
ance program must be established at
each facility addressing radiation expo-
sures, equipment maintenance, and
image quality, and must conform to
the standards in AAPM Report No. 74,
pages 1-19, 47-563, and 56, and AAPM Re-
port No. 116, sections VIII, IX, and X
(incorporated by reference, see §37.10).

(1) Applications for facility approval
must include a comprehensive assess-
ment by a qualified medical physicist
within 12 months prior to application
addressing the performance of X-ray
generators, automatic exposure con-
trols, and image capture systems. The
assessment must comply with the fol-
lowing guidelines: AAPM Report No.
93, pages 1-68; AAPM Report No. 74,

§37.44

pages 6-11; and AAPM Report No. 14,
pages 1-96 (incorporated by reference,
see §37.10).

(2) Radiographic technique charts
must be used that are developed spe-
cifically for the X-ray system and de-
tector combinations used, indicating
exposure parameters by anatomic
measurements. If automated exposure
control devices are used, calibration
for chest imaging must be documented
using the actual voltages and image
capture systems. Radiological expo-
sures resulting from at least ten (ran-
domly selected) digital chest images
obtained at the facility must be mon-
itored at least quarterly to detect and
correct potential dose creep, using
methods specified in AAPM Report No.
31 (incorporated by reference, see
§37.10). Radiation exposures must be
compared to a professionally accepted
reference level published in the Amer-
ican College of Radiology (ACR) Prac-
tice Guideline for Diagnostic Reference
Levels in Medical X-Ray Imaging,
pages 1-6 (incorporated by reference,
see §37.10). In addition, the medical
physicist must submit an annual as-
sessment of measured or estimated ra-
diation exposures, with specific rec-
ommended actions to minimize expo-
sures during examinations performed
under this part.

(3) For each digital radiography de-
vice and system, performance must be
monitored annually in accordance with
the recommendations of AAPM Report
No. 93 (incorporated by reference, see
§37.10), except for the testing specifi-
cally excluded below. Documentation
must be maintained on the completion
of quality assurance testing, including
the reproducibility of X-ray output,
linearity and reproducibility of mA
settings, accuracy and reproducibility
of timer and kVp settings, accuracy of
source-to-detector distance, and X-ray
field focal spot size, selection, beam
quality, congruence and collimation.
For DR systems, the following tests
listed in AAPM Report No. 93 are not
required under this part:

(i) Section 8.4.5: Laser beam function
(ii) Section 8.4.9: Erasure Thoroughness
(iii) Section 8.4.11: Imaging Plate (IP)

Throughput

(4) Facilities must maintain docu-
mentation, available for inspection by
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NIOSH for 5 years, of the ongoing im-
plementation of policies and proce-
dures for monitoring and evaluating
the effective management, safety, and
proper performance of chest image ac-

quisition, digitization, processing,
compression, transmission, display,
archiving, and retrieval functions of

digital radiography devices and sys-
tems.

(h) In conducting medical examina-
tions pursuant to this Part, physicians
and radiographic facilities must main-
tain the results and analysis of these
examinations (including any hard cop-
ies or digital files containing indi-
vidual data, interpretations, and im-
ages) consistent with applicable stat-
utes and regulations governing the
treatment of individually identifiable
health information, including, as appli-
cable, the HIPAA Privacy and Security
Rules (45 CFR Part 160 and Subparts A,
C, and E of Part 164).

[77 FR 56732, Sept. 13, 2012]

§37.45 Protection against radiation
emitted by radiographic equipment.
Except as otherwise specified in
§37.41 and §37.42, radiographic equip-
ment, its use and the facilities (includ-
ing mobile facilities) in which such
equipment is used, must conform to ap-
plicable State or Territorial and Fed-
eral regulations. Where no applicable
regulations exist, radiographic equip-
ment, its use and the facilities (includ-
ing mobile facilities) in which such
equipment is used must conform to the
recommendations in NCRP Report No.
102, NCRP Report No. 105, and NCRP
Report No. 147 (incorporated by ref-
erence, see §37.10).

[77 FR 56733, Sept. 13, 2012]

SPECIFICATIONS FOR INTERPRETATION,
CLASSIFICATION, AND SUBMISSION OF
CHEST RADIOGRAPHS

§37.50 Interpreting and
chest radiographs—film.

(a) Chest radiographs must be inter-
preted and classified in accordance
with the Guidelines for the Use of the
ILO International Classification of
Radiographs of Pneumoconioses (incor-
porated by reference, see §37.10). Chest
radiograph interpretations and classi-
fications must be recorded on a paper

classifying
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or electronic Chest Radiograph Classi-
fication Form (Form CDC/NIOSH
(M)2.8).

(b) Radiographs must be interpreted
and classified only by a physician who
reads chest radiographs in the normal
course of practice and who has dem-
onstrated proficiency in classifying the
pneumoconioses in accordance with
§37.52.

(1) Initial clinical interpretations
and notification of findings other than
pneumoconiosis under §37.50(a) must be
provided by a qualified physician who
has all required licensure and privi-
leges, and interprets chest radiographs
in the normal course of practice.

(2) [Reserved]

(c) All interpreters, whenever inter-
preting chest radiographs made under
the Act, must have immediately avail-
able for reference a complete set of the
standard radiographs for use with the
Guidelines for the Use of the ILO Inter-
national Classification of Radiographs
of Pneumoconioses (incorporated by
reference, see §37.10).

(d) In all view boxes used for making
interpretations:

(1) Fluorescent lamps must be simul-
taneously replaced with new lamps at
6-month intervals;

(2) All the fluorescent lamps in a
panel of boxes must have identical
manufacturer’s ratings as to intensity
and color;

(3) The glass, internal reflective sur-
faces, and the lamps must be Kkept
clean;

(4) The unit must be so situated as to
minimize front surface glare.

[77 FR 56733, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

§37.51 Interpreting and classifying
chest radiographs—digital radiog-
raphy systems.

(a) For each chest radiograph ob-
tained at an approved facility using a
digital radiography system, a qualified
and licensed physician who reads chest
radiographs in the normal course of
practice must provide an initial clin-
ical interpretation and notification, as
specified in §37.54, of any significant
abnormal findings other than pneumo-
coniosis.

(b) Chest radiographs must be classi-
fied for pneumoconiosis by physician
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readers who have demonstrated ongo-

ing proficiency, as specified in
§37.52(b), in classifying the
pneumoconioses in a manner con-

sistent with the Guidelines for the Use
of the ILO International Classification
of Radiographs of Pneumoconioses (in-
corporated by reference, see §37.10).
Chest radiograph interpretations and
classifications must be recorded on a
paper or electronic Chest Radiograph
Classification Form (Form CDC/NIOSH

(M)2.8).
(c) All interpreters, whenever
classifying digitally-acquired chest

radiographs made under the Act, must
have immediately available for ref-
erence a complete set of NIOSH-ap-
proved standard digital chest radio-
graphic images provided for use with
the Guidelines for the Use of the ILO
International Classification of
Radiographs of Pneumoconioses (incor-
porated by reference, see §37.10). Only
NIOSH-approved standard digital im-
ages may be used for classifying digital
chest 1images for pneumoconiosis.
Modification of the appearance of the
standard images using software tools is
not permitted.

(d) Viewing systems should enable
readers to display the coal miner’s
chest image at the full resolution of
the image acquisition system, side-by-
side with the selected NIOSH-approved
standard images for comparison.

(1)(i) Image display devices must be
flat panel monitors displaying at least
3 MP at 10 bit depth. Image displays
and associated graphics cards must
meet the calibration and other speci-
fications of the Digital Imaging and
Communications in Medicine (DICOM)
P="56734’<standard PS 3.14-2011 (incor-
porated by reference, see §37.10).

(ii) Image displays and associated
graphics cards must not deviate by
more than 10 percent from the
grayscale standard display function
(GSDF) when assessed according to the
AAPM On-Line Report No. 03, pages 1-
146 (incorporated by reference, see
§37.10).

(2) Display system luminance (max-
imum and ratio), relative noise, lin-
earity, modulation transfer function
(MTF), frequency, and glare should
meet or exceed recommendations listed
in AAPM On-Line Report No. 03, pages

§37.51

1-146 (incorporated by reference, see
§37.10). Viewing displays must have a
maximum luminance of at least 171 cd/
m2, a ratio of maximum luminance to
minimum luminance of at least 250,
and a glare ratio greater than 400. The
contribution of ambient light reflected
from the display surface, after light
sources have been minimized, must be
included in luminance measurements.

(3) Displays must be situated so as to
minimize front surface glare. Readers
must minimize reflected light from
ambient sources during the perform-
ance of classifications.

(4) Measurements of the width and
length of pleural shadows and the di-
ameter of opacities must be taken
using calibrated software measuring
tools. If permitted by the viewing soft-
ware, a record must be made of the
presentation state(s), including any
noise reduction and edge enhancement
or restoration functions that were used
in performing the -classification, in-
cluding any annotations and measure-
ments.

(e) Quality control procedures for de-
vices used to display chest images for
classification must comply with the
recommendations of the American As-
sociation of Physicists in Medicine
AAPM On-Line Report No. 03, pages 1-
146 (incorporated by reference, see
§37.10).

(1) If automatic quality assurance
systems are used, visual inspection
must be performed using one or more
test patterns recommended by the
medical physicist every 6 months, or
more frequently, to check for defects
that automatic systems may not de-
tect.

(2) [Reserved]

(f) Classification of CR and DR
digitally-acquired chest radiographs
under this Part must be performed
based on the viewing of images dis-
played as soft copies using the viewing
workstations specified in this section.
Classification of radiographs must not
be based on the viewing of hard copy
printed transparencies of images that
were digitally-acquired.

(g) The classification of chest
radiographs based on digitized copies of
chest radiographs that were originally
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acquired using film-screen techniques
is not permissible under this part.

[77 FR 36733, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

§37.52 Proficiency in the use of sys-
tems for classifying the
pneumoconioses.

(a) First or A Readers:

(1) Approval as an A Reader must
continue if established prior to October
15, 2012.

(2) Physicians who desire to be A
Readers must demonstrate their pro-
ficiency in classifying the
pneumoconioses by either:

(i) Submitting to NIOSH from the
physician’s files six sample chest
radiographs which are considered prop-
erly classified by one or more individ-
uals selected by NIOSH from the panel
of B Readers. The six radiographs must
consist of two without pneumoconiosis,
two with simple pneumoconiosis, and
two with complicated pneumoconiosis
(these may be the same radiographs
submitted for facility approval pursu-
ant to §37.43 and §37.44). The films will
be returned to the physician. The in-
terpretations must be on the Radio-
graphic Interpretation Form (Form
CDC/NIOSH (M)2.8), or;

(ii) Satisfactory completion, since
June 11, 1970, of a course approved by
NIOSH on the ILO International Classi-
fication of Radiographs of
Pneumoconioses.

(b) Final or B Readers:

(1) Approval as a B Reader estab-
lished prior to October 1, 1976, is hereby
terminated.

(2) Proficiency in evaluating chest
radiographs for radiographic quality
and in the use of the ILO Classification
for interpreting chest radiographs for
pneumoconiosis and other diseases
must be demonstrated by those physi-
cians who desire to be B Readers by
taking and passing a specially-designed
proficiency examination given on be-
half of or by NIOSH at a time and place
specified by NIOSH. Each physician
who desires to take the digital version
of the examination will be provided a
complete set of the current NIOSH-ap-
proved standard reference digital
radiographs. Physicians who qualify
under this provision need not be quali-
fied under paragraph (a) of this section.

42 CFR Ch. I (10-1-14 Edition)

(c) Physicians who wish to partici-
pate in the program must familiarize
themselves with the necessary compo-
nents for attainment of reliable classi-
fication of chest radiographs for the
pneumoconioses2 and apply using an
Interpreting Physician Certification
Document (Form CDC/NIOSH (M)2.12).

[77 FR 56734, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

§87.58 Method of obtaining definitive
interpretations.

(a) All chest radiographs which are
first classified by an A or B Reader will
be submitted by NIOSH to a B Reader
qualified as described in §37.52. If there
is agreement between the two classi-
fications, as described in paragraph (b)
of this section, the result will be con-
sidered final and reported to MSHA for
transmittal to the miner. When agree-
ment is lacking, NIOSH must obtain a
third classification from the panel of B
Readers. If any two of the three classi-
fications demonstrate agreement, the
result must be considered the final de-
termination. If agreement is lacking
among the three classifications, NIOSH
will obtain independent classifications
from two additional B Readers selected
from the panel, and the final deter-
mination will be the median category
derived from the total of five classi-
fications.

(b) Two classifications must be con-
sidered to be in agreement when they
are derived from complete classifica-
tions recorded using approved paper or
electronic versions of the Chest
Radiograph Classification Form (Form
CDC/NIOSH (M)2.8) and received by
NIOSH, and both find either stage A, B,
or C complicated pneumoconiosis, or,
for simple pneumoconiosis, are both in
the same major category or (with one
exception noted below) are within one
minor category (ILO Classification 12-
point scale) of each other. In the last
situation, the higher of the two classi-
fications must be reported. The only
exception to the one minor category
principle is a reading sequence of %, o,

2NIOSH Safety and Health Topic. Chest

Radiography: Radiographic Classification
[http://www.cdc.gov/niosh/topics/
chestradiography/radiographic-classifica-

tion.html]. Date accessed: June 27, 2012.
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or Y, %, which is not considered agree-
ment.

[77 FR 56734, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]

§37.54 Notification of abnormal radio-
graphic findings.

(a) Findings of, or findings sug-
gesting, abnormality of cardiac shape
or size, tuberculosis, lung cancer, or
any other significant abnormal find-
ings other than pneumoconiosis must
be communicated by the first physician
to interpret the radiograph to the
miner indicated on the Miner Identi-
fication Document or to the miner’s
designated physician. A notice of the
communication must be submitted to
NIOSH. When significant abnormal
findings are reported, NIOSH will also
notify the miner to contact his or her
physician.

(b) In addition, when NIOSH has
more than one radiograph of a miner in
its files and the most recent examina-
tion was found by the first physician to
interpret the radiograph or subse-
quently by NIOSH B Readers to show
an abnormality of cardiac shape or
size, tuberculosis, cancer, complicated
pneumoconiosis, and any other signifi-
cant abnormal findings, NIOSH will ar-
range for a licensed physician to com-
pare the most recent image and inter-
pretation to older images and NIOSH
will inform the miner of any signifi-
cant changes or progression of disease
or other findings.

(c) All final findings regarding pneu-
moconiosis will be sent to the miner by
MSHA in accordance with section 203
of the Act (see 30 CFR part 90). Positive
findings with regard to pneumoconiosis
will be reported to the miner or to the
miner’s designated physician by
NIOSH.

(d) NIOSH will make every reason-
able effort to process the findings de-
scribed in paragraph (c) of this section
within 60 days of receipt of the infor-
mation described in §37.60 in a com-
plete and acceptable form. The infor-
mation forwarded to MSHA will be in a
form intended to facilitate prompt dis-
patch of the findings to the miner. The
results of an examination made of a
miner may not be processed by NIOSH
if the examination was made within 6

§37.60

months of the date of a previous ac-
ceptable examination.

[77 FR 56744, Sept. 13, 2012]

§37.60 Submitting required chest
radiograph classification and miner
identification documents.

(a) Bach chest radiograph required to
be made under this subpart, together
with the completed Chest Radiograph
Classification Form and the completed
Miner Identification Document, must
be submitted together for each miner
to NIOSH within 14 calendar days after
the radiographic examination is given
and become the property of NIOSH.

(1) When the radiograph is digital,
the image file for each radiograph, to-
gether with either hard copy or elec-
tronic versions of the completed Chest
Radiograph Classification Form and
the completed Miner Identification
Document, must be submitted to
NIOSH using the software and format
specified by NIOSH either using port-
able electronic media, or a secure elec-
tronic file transfer within 14 calendar
days after the radiographic examina-
tion. NIOSH will notify the submitting
facility when it has received the image
files and forms from the examination.
After this notification, the facility will
permanently delete, or if this is not
technologically feasible for the imag-
ing system used, render permanently
inaccessible all files and forms from its
electronic and physical files.

(2) [Reserved]

(b) If NIOSH deems any submission
under paragraph (a) of this section in-
adequate, it will notify the operator of
the deficiency. The operator must
promptly make appropriate arrange-
ments for the necessary reexamination.

(c) Failure to comply with paragraph
(a) or (b) of this section will be cause to
revoke approval of a plan or any other
approval as may be appropriate. An ap-
proval that has been revoked may be
reinstated at the discretion of NIOSH
after it receives satisfactory assur-
ances and evidence that all deficiencies
have been corrected and that effective
controls have been instituted to pre-
vent a recurrence.

(d) Chest radiographs and other re-
quired documents must be submitted
only for miners.
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(e) If a miner refuses to participate in
all phases of the examination pre-
scribed in this subpart, no report need
be made. If a miner refuses to partici-
pate in any phase of the examination
prescribed in this subpart, all the
forms shall be submitted with his or
her name and social security account
number on each. If any of the forms
cannot be completed because of the
miner’s refusal, it shall be marked
“Miner Refuses,” and shall be sub-
mitted. No submission shall be made,
however, without a completed miner
identification document containing the
miner’s name, address, social security
number and place of employment.

[43 FR 33715, Aug. 1, 1978, as amended at 77
FR 56735, Sept. 13, 2012; 79 FR 45119, Aug. 4,
2014]

REVIEW AND AVAILABILITY OF RECORDS

§37.70 Review of interpretations.

(a) Any miner who believes the clas-
sification for pneumoconiosis reported
to him or her by MSHA is in error may
file a written request with NIOSH that
his or her radiograph be reevaluated. If
the classification was based on agree-
ment between an A Reader and a B
Reader, NIOSH will obtain one or more
additional classifications by B Readers
as necessary to obtain agreement in ac-
cord with §37.563, and MSHA must re-
port the results to the miner together
with notification from MSHA of any
rights which may accrue to the miner
in accordance with §37.7. If the re-
ported classification was based on
agreement between two (or more) B
Readers, the reading will be accepted
as conclusive and the miner must be so
informed by MSHA.

(b) Any operator who is directed by
MSHA to transfer a miner to a less
dusty atmosphere based on the most
recent examination may file a written
request with NIOSH to review its find-
ings. The standards set forth in para-
graph (a) of this section apply and the
operator and miner will be notified by
MSHA whether the miner is entitled to
the option to transfer.

[77 FR 56735, Sept. 13, 2012, as amended at 79
FR 45119, Aug. 4, 2014]
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§37.80 Availability of records for
radiographs.
(a) Medical information and

radiographs on miners will be released
by NIOSH only with the written con-
sent from the miner, or if the miner is
deceased, written consent from the
miner’s widow or widower, next of kin,
or legal representative.

(b) To the extent authorized,
radiographs will be made available for
examination only at NIOSH.

[77 FR 56735, Sept. 13, 2012]
Subpart—Spirometry Examinations

SOURCE: 79 FR 45119, Aug. 4, 2014, unless
otherwise noted.

§37.90 Scope.

Under this subpart, coal mine opera-
tors are required to provide spirometry
examinations to each current and new
coal miner, using medical facilities ap-
proved by NIOSH in accordance with
standards established in this subpart.

§37.91 Definitions.

Definitions provided in §37.2 will
have the same meaning in this subpart.
Any term defined in the Federal Mine
Safety and Health Act of 1977 and not
defined in §37.2 or this section will
have the meaning given it in the Act.
As used in this subpart:

ATS means American Thoracic Soci-
ety.

ERS means European Respiratory So-
ciety.

Facility means a facility or organiza-
tion licensed to provide health care by
the State or Territory in which serv-
ices are provided, such as a hospital, a
clinic, or other provider that performs
spirometry examinations.

FET means forced expiratory time,
which is the time from the beginning of
exhalation (the back-extrapolated
“time zero’’) to the end of the expira-
tory maneuver.

FEV]I means forced expiratory vol-
ume in the first second, which is the
volume of air that can forcibly be
blown out in one second, after full in-
spiration.

FEV6 means forced expiratory vol-
ume in the first six seconds, which is
the volume of air that can forcibly be
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blown out in six seconds, after full in-
spiration.

FVC means forced vital capacity,
which is the volume of air that can
forcibly be blown out after full inspira-
tion.

PEF means peak expiratory flow,
which is the maximal airflow during a
forced expiratory maneuver.

Spirometry examination means a pul-
monary function test that measures
expiratory volume and airflow rates
and may determine the presence and
severity of lung function impairments,
if such are present.

§37.92 Spirometry examinations re-
quired for miners.

(a) Voluntary examinations. Each oper-
ator must provide to all miners who
are employed in or at any of its coal
mines the opportunity to have a
spirometry examination and a res-
piratory assessment at no cost to the
miner at least once every 5 years in ac-
cordance with this subpart. The exami-
nations will be available during a 6-
month period that begins no less than
3.5 years and not more than 4.5 years
from the end of the last 6-month pe-
riod.

(b) Mandatory examinations. Every op-
erator must provide to each miner who
begins work in or at a coal mine for the
first time on or after August 1, 2014, a
spirometry examination and res-
piratory assessment at no cost to the
miner in accordance with this subpart.

(1) Initial spirometry examination. An
initial spirometry examination and
respiratory assessment will be provided
to all miners who begin work in or at
a coal mine for the first time on or
after August 1, 2014 within the first 30
days of their employment or within 30
days of approval of a plan to provide
spirometry examinations.

(2) Second examination. A follow-up
second spirometry examination and
respiratory assessment will be provided
to the miner no later than 3 years after
the initial spirometry examination if
the miner is still engaged in coal min-
ing.

3) Third examination. A  third
spirometry examination and res-
piratory assessment will be provided no
later than 2 years after the examina-
tions in paragraphs §37.3(b)(2) and

§37.93

paragraph (b)(2) of this section if the
chest radiograph shows evidence of
pneumoconiosis as defined in §37.3(b)(3)
or if the second spirometry test results
demonstrate more than a 15 percent de-
cline in the value of percent predicted
FEV1 since the initial test. Percent
predicted FEV1 will be calculated ac-
cording to prediction equations pub-
lished in Spirometric Reference Values
from a Sample of the General U.S. Pop-
ulation, American Journal of Res-
piratory and Critical Care Medicine,
159(1):179-187, January 1999, (incor-
porated by reference, see §37.97). A cor-
rection factor to Caucasian reference
values will be applied when testing in-
dividuals of Asian descent as specified
in the ATS Technical Standards:
Spirometry in the Occupational Set-
ting, p. 987 (incorporated by reference,
see §37.97).

(c) Notification. NIOSH will notify the
miner when he or she is due to receive
the second or third mandatory exam-
ination under (b) of this section. Simi-
larly, NIOSH will notify the coal mine
operator when the miner is to be given
a second examination. The operator
will be notified concerning a miner’s
third examination only with the min-
er’s written consent, and the notice to
the operator must not state the med-
ical reason for the examination or that
it is the third examination in the se-
ries. If the miner is notified by NIOSH
that the third mandatory examination
is due and the operator is not so noti-
fied, availability of the spirometry ex-
amination under the NIOSH-approved
operator’s plan will constitute the op-
erator’s compliance with the require-
ment to provide a third mandatory ex-
amination even if the miner does not
take the examination.

(d) Awailability of spirometry testing.
The opportunity for spirometry to be
available for purposes of this subpart
must be indicated in an operator’s plan
that has been submitted and approved
in accordance with this subpart.

§37.93 Approval of spirometry facili-
ties.

(a) Facilities seeking approval to
provide the spirometry examinations
specified under this subpart must have
the ability to provide spirometry of
high technical quality. Thus, NIOSH-

187



§37.94

approved facilities must meet the re-
quirements specified in this subpart for
the following activities: Training tech-
nicians to perform the tests; con-
ducting spirometry tests using equip-
ment and procedures that meet re-
quired specifications; collecting the
respiratory assessment form; transmit-
ting data to NIOSH; and commu-
nicating with miners as required for
scheduling, testing, and notification of
results. Facilities seeking approval
may apply to NIOSH using the
Spirometry Facility Certification Doc-
ument (Form CDC/NIOSH (M)2.14),
available at http://www.cdc.gov/niosh/
topics/surveillance/ords/
CoalWorkersHealthSurvProgram.html.

(b) Spirometry quality assurance. A
spirometry quality assurance program
must be in place to minimize the rate
of invalid test results. This program
must include all of the following com-
ponents:

(1) Instrument calibration checks. Test-
ing personnel must fully comply with
the 2005 ATS/ERS Standardisation of
Spirometry guidelines for instrument
calibration check procedures, pp. 322—
323, including Table 3 (incorporated by
reference, see §37.97). Calibration check
procedures must include daily (day of
testing) leak and volume accuracy
checks and linearity checks according
to the frequency established by the 2005
ATS/ERS guidelines. Instrument cali-
bration check records must be main-
tained by the facility and available for
inspection.

(2) Automated maneuver and test ses-
sion quality checks. The spirometer soft-
ware must automatically perform qual-
ity assurance checks on expiratory ma-
neuvers during each spirometry testing
session. Messages must alert the tech-
nician to maneuver acceptability er-
rors and test session non-repeatability.
Each spirometry test session must
have the goal of obtaining 3 acceptable
with 2 repeatable forced expiratory ma-
neuvers, as defined by the 2005 ATS/
ERS Standardisation of Spirometry, p.
325 (incorporated by reference, see
§37.97).

(3) Ongoing monitoring of test quality.
Facilities must submit spirometry re-
sults to NIOSH within 14 calendar days
of testing as specified in §37.95(d) to
permit NIOSH to monitor test quality
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and provide a report to the miner.
NIOSH may provide feedback to the ap-
propriate technician(s) along with sug-
gestions for improvement.

4) Quality assurance audits. NIOSH
may periodically conduct audits to re-
view examinations submitted by ap-
proved facilities and assess the quality
of spirometry provided. Such audits
may include a review of all spirometry
examination data obtained during a
specified time period or review of
spirometry test data collected over
time on selected miners.

(c) Noncompliance. If NIOSH deter-
mines that a facility is not compliant
with the policies and procedures speci-
fied in this subpart, or determines as
the result of a quality assurance audit
specified in this section that a facility
is not performing spirometry examina-
tions of adequate quality, the facility
will be notified of the deficiency. The
facility must promptly make appro-
priate arrangements for the deficiency
to be rectified.

(d) Revocation of approval. If a facility
fails to rectify deficiencies within 60
days of notification, NIOSH approval of
the facility may be revoked. An ap-
proval which has been revoked may be
reinstated at the discretion of NIOSH
after it receives satisfactory assur-
ances and evidence that all deficiencies
have been corrected and that effective
controls have been instituted by the fa-
cility to prevent a recurrence.

(e) Maintenance of records. In con-
ducting medical examinations pursu-
ant to this part, physicians and radio-
graphic facilities must maintain the
results and analyses of these examina-
tions (including any hard copies or dig-
ital files containing individual data,
interpretations, classifications, and
images) in a manner consistent with
applicable statutes and regulations
governing the treatment of individ-
ually identifiable health information,
including, as applicable, the HIPAA
Privacy and Security Rules (45 CFR
part 160 and 45 CFR part 164, subparts
A, C, and E).

§37.94 Respiratory assessment form.

As part of the spirometry examina-
tion and concurrent with it, personnel
at the facility must complete a Res-
piratory Assessment form (Form CDC/
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NIOSH (M)2.13), available at htip:/
www.cdc.gov/niosh/topics/surveillance/
ords/
CoalWorkersHealthSurvProgram.html, for
the miner.

§37.95 Specifications for performing
spirometry examinations.

(a) Persons administering the
spirometry examination. Each person ad-
ministering spirometry examinations
must successfully complete a NIOSH-
approved spirometry training course
and maintain a valid certificate by pe-
riodically completing NIOSH-approved
spirometry refresher training courses,
identified on the NIOSH Web site at
http://www.cde.gov/miosh/;. A copy of the
certificate of completion from a
NIOSH-approved spirometry training
or refresher course, with validation
dates printed on the document, must
be available for inspection. NIOSH will
assign each person administering
spirometry examinations a unique
identification number, which must be
entered into the spirometry system
computer whenever instrument quality
assurance or miner testing is done or
on the Spirometry Results form (Form
CDC/NIOSH (M)2.17), available at http:/
www.cdc.gov/niosh/topics/surveillance/
ords/
CoalWorkersHealthSurvProgram.html.

(b) Spirometer specifications.
Spirometry testing equipment must
meet the 2005 ATS/ERS

Standardisation of Spirometry speci-
fications for spirometer accuracy and
precision and real-time display size and
content, pp. 331-333, including Table 2
on p. 322 and Table 6 on p. 332 (incor-
porated by reference, see §37.97). Fa-
cilities must make available for inspec-
tion written verification from a third-
party testing laboratory (not the man-
ufacturer or distributor) that the
model of spirometer being used has
successfully passed its validation
checks as required by the Standardiza-
tion of Spirometry; 1994 Update pro-
tocol, Appendix B pp. 1126-1134, includ-
ing Table C1 (incorporated by ref-
erence, see §37.97). Facilities may re-
quest such documentation from spi-
rometer manufacturers. For each
forced expiratory maneuver submitted
for a miner under this part, the
spirometry data file must retain a

§37.95

record of the parameters defined in the
2005 ATS/ERS Standardisation of
Spirometry, p. 335 including Table 8
(incorporated by reference, see §37.97).
Spirometers that provide electronic
transfer of spirometry data results files
must use the format, content, and data
structure specified by the 20056 ATS/
ERS Standardisation of Spirometry, p.
335, or a procedure for data transfer
that is approved by NIOSH.

(c) Spirometry examination procedures.
Administration of spirometry examina-
tions must include the following:

(1) Pre-test checklist. A short
Spirometry Pre-Test Checklist (Form
CDC/NIOSH (M) 2.15), available at
http://www.cde.gov/niosh/topics/surveil-
lance/ords/
CoalWorkersHealthSurvProgram.html,
must be administered prior to each
spirometry examination to identify
possible contraindications to testing,
or factors that might affect results.

(2) Respiratory assessment. A standard-
ized Respiratory Assessment form
(Form CDC/NIOSH (M)2.13), available
at hitp:/www.cdc.gov/niosh/topics/surveil-
lance/ords/
CoalWorkersHealthSurvProgram.html,
must be completed at the initial
spirometry examination and repeated
at each spirometry examination.

(3) Collection of anthropometric and de-
mographic information. The miner’s
standing height must be measured in
stocking feet using a stadiometer (or
equivalent device) each time the miner
has a spirometry test. The miner’s
weight must also be measured (in
stocking feet). The miner’s birth date,
race, and ethnicity must also be re-
corded. These data will be entered into
the spirometry system computer and
transmitted with the spirometry data
file. For facilities with spirometers
that do not permit electronic transfer
of data files as specified in §37.96(d),
the Spirometry Results form (Form
CDC/NIOSH (M) 2.17), available at
hitp://www.cdc.gov/niosh/topics/surveil-
lance/ords/
CoalWorkersHealthSurvProgram.html,
will be completed for each miner test-
ed, and will report the numerical re-
sults of the highest and second highest
results for the FVC and FEV1 and the
highest PEF from at least three maxi-
mal, acceptable expiratory maneuvers
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(also called trials), as well as the FEV6
derived from those maneuvers re-
ported.

(4) Ezxamination. The spirometry ex-
amination will be conducted in accord-
ance with test procedures defined in
the 2005 ATS/ERS Standardisation of
Spirometry, pp. 323-326, and the
Standardisation of Lung Function
Testing, Replies to Readers, pp. 1496-
1498 (both incorporated by reference,
see §37.97).

(i) The technician must be able to
view real-time testing display screens
as specified in the 2005 ATS/ERS
Standardisation of Spirometry, p. 322
(incorporated by reference, see §37.97).

(ii) A miner will be tested in the
standing position, but may be seated if
he or she experiences lightheadedness
or other signs or symptoms that raise a
safety concern relating to the standing
position during the spirometry test.

(d) Submission of test results. NIOSH-
approved facilities must submit results
of spirometry examinations electroni-
cally with content as specified in
§37.96(b), pre-test screening checklists,
and standardized respiratory assess-
ments within 14 calendar days of test-
ing a miner.

(e) Records retention. On-site records
of the results will include spirometry
examination reports and retention of
all spirometry examinations, pre-test
checklists, and standardized res-
piratory assessment results in elec-
tronic or printed format until notifica-
tion to delete or render the informa-
tion inaccessible, as described in
§37.100(b)(6)(ii), is received from
NIOSH.

§37.96 Spirometry interpretations, re-
ports, and notifications.

(a) Interpretation of spirometry exami-
nations. Interpretations will be carried
out by physicians or other qualified
health care professionals with exper-
tise in spirometry who have all re-
quired licensure and privileges to pro-
vide this service in their State or Ter-
ritory. Interpretations must be carried
out using procedures and criteria con-
sistent with recommendations in the
ATS Technical Standards: Spirometry
in the Occupational Setting, pp. 987-
990, and the ATS/ERS Interpretative
Strategies for Lung Function Tests, p.
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950, p. 956 including Table 5, and p. 957
including Table 6 (both incorporated by
reference, see §37.97).

(b) Spirometry test reports at the facili-
ties. (1) Spirometry test reports must
contain, at a minimum, the miner’s
age, height, gender, race, and weight,
numerical values (FVC, FEV6, FEV1,
FEV1I/FVC, FEVI/FEV6, FET, and PEF)
and volume-time and flow-volume
spirograms for all recorded expiratory
maneuvers, normal reference value set
used, the predicted, percent predicted
and lower limit of normal values,
miner position during testing (standing
or sitting), dates of test and last cali-
bration check, ambient temperature
and barometric pressure (volume
spirometers), and the technician’s
unique identification number.

(2) NIOSH will notify the submitting
facility when to permanently delete or,
if this is not technologically feasible
for the spirometry system used, render
permanently inaccessible all files and
forms associated with a miner’s
spirometry examination from its elec-
tronic and physical files.

(c) Notifying miners of spirometry exam-
ination results. (1) Findings must be
communicated to the miner or, if re-
quested by the miner, to the miner’s
designated physician. The health care
professional at the NIOSH-approved fa-
cility must inform the miner if the
spirometry examination shows abnor-
mal results or if the respiratory assess-
ment suggests he or she may benefit
from the medical follow-up or a smok-
ing cessation intervention.

(2) NIOSH will notify the miner of his
or her spirometry examination results
and the results of a comparison be-
tween current and previously sub-
mitted spirometry examinations and
will advise the miner to contact a
health care professional as appropriate
based on the results.

(d) Submission of results. Each facility
must submit spirometry results and
completed forms to NIOSH within 14
days after a miner has received an ex-
amination under this subpart. If speci-
fied under a facility’s approval, it must
submit spirometry results and the
completed Respiratory Assessment
Form (Form CDC/NIOSH (M)2.13) and
Spirometry Notification Form (Form
CDC/NIOSH (M)2.16), available at http:/
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www.cdc.gov/niosh/topics/surveillance/
ords/
CoalWorkersHealthSurvProgram.html, via
electronic transmission. Facilities
must utilize a secure internet data
transfer site specified by NIOSH. The
transmitted spirometry data files must
include a variable length record pro-
viding all parameters in the format,
content, and data structure described
by the 2005 ATS/ERS Standardisation
of Spirometry, p. 335 including Table 8
(incorporated by reference, see §37.97),
or an alternate data file that is ap-
proved by NIOSH. If electronic trans-
mission of spirometry results is not
possible, for example if a facility’s spi-
rometer does not provide an approved
electronic transfer of spirometry files,
then the miner’s Spirometry Results
Form (Form CDC/NIOSH (M)2.17),
available at http:/www.cdc.gov/niosh/
topics/surveillance/ords/
CoalWorkersHealthSurvProgram.html,
must be completed and submitted ac-
companied by image files documenting
the flow-volume and volume time
curves for each trial reported on the
Results Form. Such facilities must also
send a completed Respiratory Assess-
ment Form (Form CDC/NIOSH (M)2.13)
and Spirometry Notification Form
(Form CDC/NIOSH (M)2.16). Data sub-
mission to NIOSH by such a facility
must be carried out as specified in the
facility’s approval.

(e) Confidentiality of spirometry exami-
nations. Individual medical information
and spirometry results are considered
protected health information under
HIPAA and may only be released as
specified by HIPAA or to NIOSH as
specified in §§37.93 and 37.96 of this sub-
part. Personally identifiable informa-
tion in the possession of NIOSH will be
released only with the written consent
of the miner or, if the miner is de-
ceased, the written consent of the min-
er’s next of kin or legal representative.
To provide on-site back-up and assure
complete data transfer, facilities will
retain the forms and results (in elec-
tronic or paper format) from a miner’s
examination until instruction has been
received from NIOSH to delete the as-
sociated files and forms or, if this is
not technologically feasible, render the
data permanently inaccessible.

§37.97

§37.97 Standards incorporated by ref-
erence.

(a) Certain material is incorporated
by reference into this subpart, Sub-
part—Spirometry Examinations, with
the approval of the Director of the
FEDERAL REGISTER under 5 U.S.C. 552(a)
and 1 CFR part 51. To enforce any edi-
tion other than that specified in this
section, NIOSH must publish notice of
change in the FEDERAL REGISTER and
the material must be available to the
public. All approved material is avail-
able for inspection at NIOSH, Division
of Respiratory Disease Studies, 1095
Willowdale Road, Morgantown, WV
26505. To arrange for an inspection at
NIOSH, call 304-285-5749. Copies are
also available for inspection at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030 or go to http:/
www.archives.gov/federal register/
code of federal regulations/
ibv  locations.himl.

(b) American Journal of Respiratory
and Critical Care Medicine, American
Thoracic Society (ATS), 25 Broadway,
18th Floor, New York, NY 10004. Phone:
(800) 635-7181, extension 8065. Email:
Hope.Robinson@sheridan.com. hittp:/
www.atsjournals.org/action/showHome:

(1) Standardization of Spirometry;
1994 Update. Official Statement of the
ATS, adopted November 11, 1994. Amer-
ican Journal of Respiratory and Crit-
ical Care Medicine 152(3):1107-1136, Sep-
tember 1995, into §37.95(b). This ATS
Official Statement is also available at
http://www.thoracic.org/statements/re-
sources/archive/201.pdf.

(2) Official American Thoracic Soci-
ety Technical Standards: Spirometry
in the Occupational Setting (‘““ATS
Technical Standards: Spirometry in
the Occupational Setting’’). Redlich
CA, Tarlo SM, Hankinson JL, Town-
send MC, Eschenbacher WL, Von Essen
SG, Sigsgaard T, and Weissman DN.
American Journal of Respiratory and
Critical Care Medicine 189(8):983-994,

April 15, 2014, into §§37.92(b) and
37.96(a).
(3) Spirometric Reference Values

from a Sample of the General U.S. Pop-
ulation. Hankinson JL, Odencrantz JR,
Fedan KB. American Journal of Res-
piratory and Critical Care Medicine,
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159(1):179-187,
§37.92(b).

(c) Buropean Respiratory Journal, 442
Glossop Road, Sheffield, S10 2PX, UK.
Phone: 44 114 267 28 60; Fax: 44 114 266 50
64. Email: info@ersj.org.uk. http:/
erj.ersjournals.com/.

(1) Standardisation of Spirometry
(‘2006 ATS/ERS Standardisation of
Spirometry’’). ATS/ERS Task Force:
Standardization of Lung Function
Testing. Miller MR, Hankinson J,
Brusasco V, Burgos F, Casaburi R,
Coates A, Crapo R, Enright P, van der
Grinten CPM, Gustafsson P, Jensen R,
Johnson DC, MacIntyre N, McKay R,
Navajas D, Pedersen OF, Pellegrino R,
Viegi G, and Wanger J. European Res-
piratory Journal 26(2):319-338, August
2005, into §§37.93(b); 37.95(b) and (c); and
37.96(d). The ATS/ERS Standardisation
of Spirometry is also available on the
ATS Web site at https:/founda-
tion.thoracic.org/statements/resources/pft/
PFT2.pdf.

(2) Interpretative Strategies for Lung
Function Tests (‘““ATS/ERS Interpreta-
tive Strategies for Lung Function

January 1999, into

Tests’). ATS/ERS Task Force:
Standardisation of Lung Function
Testing. Pellegrino R, Viegi G,

Brusasco V, Crapo RO, Burgos F,
Casaburi R, Coates A, van der Grinten
CPM, Gustafsson P, Hankinson J, Jen-
sen R, Johnson DC, MacIntyre N,
McKay R, Miller MR, Navajas D, Pe-
dersen OF, and Wanger J. European
Respiratory Journal 26(5):948-968, No-
vember 2005, into §37.96(a). The ATS/
ERS Standardisation of Lung Function
Testing is also available on the ATS
Web site at hitp:/www.thoracic.org/state-
ments/resources/pft/pfts.pdf.

(3) Standardisation of Llung Function
Testing, the Authors’ Replies to Read-
ers’ Comments (‘‘Standardisation of
Lung Function Testing, Replies to
Readers’). Miller MR, Hankinson J,
Brusasco V, Burgos F, Casaburi R,
Coates A, Enright P, van der Grinten C,
Gustafsson P, Jensen R, MacIntyre N,
McKay RT, Pedersen OF, Pellegrino R,
Viegi G, and Wanger J. European Res-
piratory Journal 36(6):1496-1498, Decem-

ber 2010, into §37.95(c). The
Standardisation of Lung Function
Testing, Replies to Readers is also

available on the ATS Web site at http:/
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www.thoracic.org/statements/resources/pft/
clarification-12-2010.pdf.

Subpart—General Requirements

SOURCE: 79 FR 45123, Aug. 4, 2014, unless
otherwise noted.

§37.100 Coal mine operator plan for
medical examinations.

(a) Each coal mine operator must
submit and receive NIOSH approval of
a plan for the provision of chest
radiographs, occupational histories,
spirometry examinations, and res-
piratory assessments of miners, using
the appropriate forms provided by
NIOSH.

(1) During the transition from Au-
gust 1, 2014 until the time when
spirometry facilities are approved by
NIOSH, any person becoming a coal
mine operator on or after August 1,
2014, or any coal mine operator without
an approved plan as of that date must
submit a plan within 60 days that pro-
vides for chest radiographs and occupa-
tional histories.

(2) Coal mine operators with pre-
viously approved plans for only chest
radiographs and occupational histories,
or with plans developed pursuant to
paragraph (a)(1) of this section, will be
notified by MSHA when the plans must
be amended to include spirometry ex-
aminations and respiratory assess-
ments. Amendments must be sub-
mitted to NIOSH within 60 days of
MSHA’s notification.

(b) The coal mine operator’s plan
must include:

(1) The name, address, and telephone
number of the operator(s) submitting
the plan;

(2) The name, MSHA identification
number for respirable dust measure-
ments, and address of the mine in-
cluded in the plan;

(3) The proposed beginning and end-
ing date of the 6-month period(s) for
voluntary radiography and spirometry
examinations (see §37.3(a) and
§37.92(a)), the estimated number of
miners to be given or offered examina-
tions during the 6-month period under
the plan, and a roster specifying the
names and current home mailing ad-
dresses of each miner covered by the
plan;
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(4) The name and location of the ap-
proved X-ray and spirometry facility or
facilities, and the approximate date(s)
and time(s) of day during which the
radiographs and spirometry tests will
be given to miners to enable a deter-
mination of whether the examinations
will be conducted at a convenient time
and place;

(5) If a mobile medical examination
facility is proposed to provide some or
all of the surveillance tests specified in
paragraph §37.100(a), the plan shall pro-
vide that each miner be given adequate
notice of the opportunity to have the
examination and that no miner shall
have to wait for an examination more
than 1 hour before or after his or her
work shift. In addition, the plan shall
include:

(i) The number of change houses at
the mine.

(ii) One or more alternate non-mobile
approved medical examination facili-
ties for the reexamination of miners
and for the mandatory examination of
miners when necessary [see §§37.3(b)
and 37.92(b)], or an assurance that the
mobile facility will return to the loca-
tion(s) specified in the plan as fre-
quently as necessary to provide for
medical surveillance examinations in
accordance with these regulations.

(iii) The name and location of each
change house at which examinations
will be given. For mines with more
than one change house, the examina-
tions shall be given at each change
house or at a change house located at
a convenient place for each miner.

(6) Assurances that:

(i) The operator will not solicit a
physician’s spirometric, radiographic
or other findings concerning any miner
employed by the operator,

(ii) Instructions have been given to
the person(s) giving the examinations
that duplicate spirograms or copies of
spirograms (including copies of elec-
tronic files) and radiographs or copies
of radiographs (including, for digital
radiographs, copies of electronic files)
will not be made, and to the extent
that it is technically feasible all re-
lated electronic files must be perma-
nently deleted from the facility records
or rendered permanently inaccessible
following the confirmed transfer of
such data to NIOSH, and that (except

§37.100

as may be necessary for the purpose of
this part) the physician’s spirometric,
radiographic and other findings, as well
as the occupational history and res-
piratory assessment information ob-
tained from a miner will not be dis-
closed in a manner that would permit
identification of the individual with
their information, and

(iii) The spirometry and radiographic
examinations will be made at no
charge to the miner.

(c) Operators may provide for alter-
nate spirometry or radiography facili-
ties in plans submitted for approval.

(d) The change of operators of any
mine operating under a plan approved
pursuant to §37.101(a) shall not affect
the plan of the operator which has
transferred responsibility for the mine.
Every plan shall be subject to revision
in accordance with paragraph (e) of
this section.

(e) The operator must advise NIOSH
of any change in its plan. Each change
in an approved plan is subject to the
same review and approval as the origi-
nally approved plan.

(f) The operator must promptly dis-
play in a visible location on the bul-
letin board at the mine its proposed
plan or proposed change in plan when
it is submitted to NIOSH. The proposed
plan or change in plan must remain
posted in a visible location on the bul-
letin board until NIOSH either grants
or denies approval of it at which time
the approved plan or denial of approval
must be permanently posted. In the
case of an operator who does not have
a bulletin board, such as an operator
that is a contractor, the operator must
otherwise notify its employees of the
examination arrangements. Upon re-
quest, the contractor must show
NIOSH written evidence that its em-
ployees have been notified.

(g) Upon notification from NIOSH
that sufficient time has elapsed since
the previous period of examinations,
the operator will resubmit its plan for
each of its coal mines to NIOSH for ap-
proval for the next period of examina-
tions (see §§37.3(a)(2) and 37.92(a)). The
plan must include the proposed begin-
ning and ending dates of the next pe-
riod of examinations and all informa-
tion required by paragraph (b) of this
section.
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§37.101 Approval of plans.

(a) If, after review of any plan sub-
mitted pursuant to this subpart,
NIOSH determines that the action to
be taken under the plan by the oper-
ator meets the specifications of this
subpart and will effectively achieve its
purpose, NIOSH will approve the plan
and notify the operator submitting the
plan of the approval. Approval may be
conditioned upon such terms as the
Secretary deems necessary to carry out
the purpose of §203 of the Act.

(b) Where NIOSH has reason to be-
lieve that it will deny approval of a
plan NIOSH will, prior to the denial,
give notice in writing to the oper-
ator(s) of an opportunity to amend the
plan. The notice must specify the
ground(s) upon which approval is pro-
posed to be denied.

(c) If a plan is denied approval,
NIOSH will advise the operator(s) in
writing of the reasons for the denial.

§37.102 Transfer of affected miner to
less dusty area.

(a) Any miner who, in the judgment
of NIOSH, has evidence of the develop-
ment of pneumoconiosis, must be af-
forded the option of transferring from
his or her position to another position
in an area of the mine where the con-
centration of respirable dust in the
mine atmosphere is in compliance with
the MSHA requirements in Part 90 of
title 30, Code of Federal Regulations. A
classification of one or more of the
miner’s chest radiographs as showing
category 1 (1/0, 1/1, 1/2), category 2 (2/1,
2/2, 2/3), or category 3 (3/2, 3/3, 3/+) sim-
ple pneumoconioses, or complicated
pneumoconiosis (ILO Classification)
will be accepted as such evidence.
NIOSH will, at its discretion, also ac-
cept other medical examinations pro-
vided to NIOSH for review, such as
computed tomography scans of the
chest or lung biopsies, as evidence of
the development of pneumoconiosis.

(b) Any transfer under this section
shall be in accordance with the proce-
dures specified in 30 CFR part 90.

§37.103 Medical examination at min-
er’s expense.
Any miner who wishes to obtain a
medical examination at the miner’s
own expense at an approved spirometry
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or radiography facility and to have the
complete examination submitted to
NIOSH may do so, provided that the
examination is made no sooner than 6
months after the most recent examina-
tion of the miner submitted to NIOSH.
NIOSH will provide interpretation and
radiographic classification and report-
ing of the results of examinations made
at the miner’s expense in the same
manner as if they were submitted
under an operator’s plan. Any change
in the miner’s transfer rights under the
Act that may result from this exam-
ination will be subject to the terms of
§37.102.

Subpart—Autopsies

AUTHORITY: Sec. 508, 83 Stat. 803; 30 U.S.C.
957.

SOURCE: 36 FR 8870, May 14, 1971, unless
otherwise noted.

§37.200 Scope.

The provisions of this subpart set
forth the conditions under which the
Secretary will pay pathologists to ob-
tain results of autopsies performed by
them on miners.

§37.201 Definitions.

As used in this subpart:

(a) Secretary means the Secretary of
Health and Human Services.

(b) Miner means any individual who
during his life was employed in any un-
derground coal mine.

(c) Pathologist means

(1) A physician certified in anatomic
pathology or pathology by the Amer-
ican Board of Pathology or the Amer-
ican Osteopathic Board of Pathology,

(2) A physician who possesses quali-
fications which are considered ‘‘Board
of eligible” by the American Board of
Pathology or American Osteopathic
Board of Pathology, or

(3) An intern, resident, or other phy-
sician in a training program in pathol-
ogy who performs the autopsy under
the supervision of a pathologist as de-
fined in paragraph (c) (1) or (2) of this
section.

(d) NIOSH means the National Insti-
tute for Occupational Safety and
Health, United States Public Health
Service, Department of Health and
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Human Services, Post Office Box 4258,
Morgantown, WV 26504.

[43 FR 33715, Aug. 1, 1978, as amended at 77
FR 56735, Sept. 13, 2012]

§37.202

(a) The Secretary will pay up to $200
to any pathologist who, after the effec-
tive date of the regulations in this part
and with legal consent:

(1) Performs an autopsy on a miner
in accordance with this subpart; and

(2) Submits the findings and other
materials to NIOSH in accordance with
this subpart within 180 calendar days
after having performed the autopsy;
and

(3) Receives no other specific pay-
ment, fee, or reimbursement in connec-
tion with the autopsy from the miner’s
widow, his family, his estate, or any
other Federal agency.

(b) The Secretary will pay to any pa-
thologist entitled to payment under
paragraph (a) of this section and addi-
tional $10 if the pathologist can obtain
and submits a good quality copy or
original of a chest radiograph
(posteroanterior view) made of the sub-
ject of the autopsy within 5 years prior
to his death together with a copy of
any interpretation made.

[36 FR 13206, Aug. 19, 1970, as amended at 38

FR 16353, June 22, 1973; 77 FR 56735, Sept. 13,
2012]

Payment for autopsy.

§387.203 Autopsy specifications.

(a) Every autopsy for which a claim
for payment is submitted pursuant to
this part:

(1) Shall be performed consistent
with standard autopsy procedures such
as those, for example, set forth in the
“Autopsy Manual” prepared by the
Armed Forces Institute of Pathology,
July 1, 1960. (Technical Manual No. 8-
300. NAVMED P-5065, Air Force Manual
No. 160-19.) Copies of this document
may be borrowed from ALFORD.

(2) Shall include:

(i) Gross and microscopic examina-
tion of the lungs, pulmonary pleura,
and tracheobronchial lymph nodes;

(i1) Weights of the heart and each
lung (these and all other measurements
required under this subparagraph shall
be in the metric system);

(iii) Circumference of each cardiac
valve when opened;

§37.204

(iv) Thickness of right and left ven-
tricles; these measurements shall be
made perpendicular to the ventricular
surface and shall not include
trabeculations or pericardial fat. The
right ventricle shall be measured at a
point midway between the tricuspid
valve and the apex, and the left ven-
tricle shall be measured directly above
the insertion of the anterior papillary
muscle;

(v) Size, number, consistency, loca-
tion, description and other relevant de-
tails of all lesions of the lungs;

(vi) Level of the diaphragm;

(vil) From each type of suspected
pneumoconiotic lesion, representative
microscopic slides stained with hema-
toxylin eosin or other appropriate
stain, and one formalin fixed, paraffin-
impregnated block of tissue; a min-
imum of three stained slides and three
blocks of tissue shall be submitted.
When no such lesion is recognized,
similar material shall be submitted
from three separate areas of the lungs
selected at random; a minimum of
three stained slides and three formalin
fixed, paraffin-impregnated blocks of
tissue shall be submitted.

(b) Needle biopsy techniques shall
not be used.

§37.204 Procedure for obtaining pay-
ment.

Every claim for payment under this
subpart must be submitted to NIOSH
and must include:

Every claim for payment under this
subpart shall be submitted to ALFORD
and shall include:

(a) An invoice (in duplicate) on the
pathologist’s letterhead or billhead in-
dicating the date of autopsy, the
amount of the claim and a signed
statement that the pathologist is not
receiving any other specific compensa-
tion for the autopsy from the miner’s
widow, his surviving next-of-kin, the
estate of the miner, or any other
source.

(b) Completed PHS Consent, Release
and History form (Form CDC/NIOSH
(M)2.6). This form may be completed
with the assistance of the pathologist,
attending physician, family physician,
or any other responsible person who
can provide reliable information.

(c) Report of autopsy:
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(1) The information, slides, and
blocks of tissue required by this sub-
part.

(2) Clinical abstract of terminal ill-
ness and other data that the patholo-
gist determines is relevant.

(3) Final summary, including final
anatomical diagnoses, indicating pres-
ence or absence of simple and com-
plicated pneumoconiosis, and correla-
tion with clinical history if indicated.

[43 FR 33715, Aug. 1, 1978, as amended at 77
FR 56735, Sept. 13, 2012]

PART 38—DISASTER ASSISTANCE
FOR CRISIS COUNSELING AND
TRAINING

Sec.
38.1
38.2
38.3
38.4
38.5
38.6
38.7

Purpose; coordination.

Definitions.

Assistance; procedures, limitations.
Contracts.

Grant assistance.
Nondiscrimination.

Nonliability.

38.8 Criminal and civil penalties.

38.9 Federal audits.

AUTHORITY: Sec. 413, Pub. L. 93-2838. The
Disaster Relief Act of 1974, 88 Stat. 157, 42
U.S.C. 5183, EO 11795, 39 FR 25939, as amended
by EO 11910, 41 FR 15681.

SOURCE: 41 FR 52052, Nov. 26, 1976, unless
otherwise noted.

§38.1 Purpose; coordination.

(a) Purpose. This part establishes
standards and procedures for the imple-
mentation of section 413 of Pub. L. 93—
288, the Disaster Relief Act of 1974 (42
U.S.C. 5183) which authorizes the provi-
sion, either directly or through finan-
cial assistance to State or local agen-
cies or private mental health organiza-
tions, of:

(1) Professional counseling services
to victims of a major disaster in order
to relieve mental health problems
caused or aggravated by such a major
disaster or its aftermath; and

(2) Training of disaster workers to
provide or assist in providing those
professional counseling services.

(b) Coordination. The Secretary, act-
ing through the National Institute of
Mental Health, will, as provided in 24
CFR 2205.51, carry out section 413 of the
Act and this part in coordination with
and under the general policy guidance

42 CFR Ch. I (10-1-14 Edition)

of, the Administrator of the Federal
Disaster Assistance Administration.
Contracts and grants awarded under
this part are subject to all applicable
provisions of the Act and the imple-
menting regulations promulgated by
the Administrator (24 CFR part 2205).

§38.2 Definitions.

All terms not defined herein shall
have the same meaning as given them
in the Act. As used in this part:

(a) Act means the Disaster Relief Act
of 1974 (42 U.S.C. 5121, et seq.).

(b) Administrator means the Adminis-
trator, Federal Disaster Assistance Ad-
ministration (FDAA), Department of
Housing and Urban Development, and
any other person to whom he delegates
the authority.

(c) Contractor means any public agen-
cy or private mental health organiza-
tion which, pursuant to this part, con-
tracts with the Secretary to provide
professional mental health crisis coun-
seling services or to provide mental
health training for disaster workers.

(d) Crisis means the existence of any
life situation resulting from a major
disaster or its aftermath which so ef-
fects the emotional and mental equi-
librium of a disaster victim that pro-
fessional mental health counseling
services should be provided to help pre-
clude possible damaging physical or
psychological effects.

(e) Disaster workers means mental
health specialists such as psychia-
trists, psychologists, psychiatric
nurses, social workers, or qualified
agents thereof.

(f) Federal Coordinating Officer means
the person appointed by the Adminis-
trator to coordinate Federal assistance
in a major disaster.

(g) Governor means the chief execu-
tive of a State.

(h) Grantee means any public agency
or private nonprofit mental health or-
ganization which, pursuant to this
part, is awarded a grant for the purpose
of providing professional mental health
crisis counseling services or mental
health training for disaster workers.

(i) Major disaster means any hurri-
cane, tornado, storm, flood, high-
water, wind-driven water, tidal wave,
tsunami, earthquake, volcanic erup-
tion, landslide, mudslide, snowstorm,
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drought, fire, explosion, or other catas-
trophe in any part of the United States
which, in the determination of the
President, causes damage of sufficient
severity and magnitude to warrant
major disaster assistance under the
Act above and beyond emergency serv-
ices by the Federal Government, to
supplement the efforts and available
resources of the States, local govern-
ments, and disaster relief organiza-
tions, in alleviating the damage, loss,
hardship, or suffering caused thereby.

(j) Regional Director means a director
of a regional office of the Federal Dis-
aster Assistance Administration
(FDAA).

(k) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

(1) State means any of the fifty
States, the District of Columbia, Puer-
to Rico, the Virgin Islands, Guam,
American Samoa, the Canal Zone, or
the Trust Territory of the Pacific Is-
lands.

(m) State Coordinating Officer means
the person appointed by the Governor
to act in cooperation with the ap-
pointed Federal Coordinating Officer.

(n) Training means the specific in-
struction which may be required to en-
able disaster workers to provide profes-
sional mental health crisis counseling
to victims of a major disaster or its
aftermath.

§38.3 Assistance;
tions.

procedures, limita-

(a) Application. In order to obtain as-
sistance under this part, the Governor
or his State Coordinating Officer must,
not later than 60 days following a
major disaster declaration by the
President, file with the appropriate Re-
gional Director a request which in-
cludes:

(1) An estimate of the number of dis-
aster victims who may need profes-
sional mental health crisis counseling
services and of the number of disaster
workers who may need training in the
provision of such services;

(2) Identification of the geographical
areas in which the need exists;

§38.3

(3) An estimate of the period during
which assistance under this part will
be required and of the total funds
which will be required to provide such
assistance;

(4) A description of the types of men-
tal health problems caused or aggra-
vated by the major disaster or its
aftermath; and

(5) Identification of the State and
local agencies and private mental
health organizations capable of pro-
viding professional mental health cri-
sis counseling to disaster victims or
training of disaster workers.

(b) Review, approval. The Secretary,
upon notification by the Administrator
of a State request for assistance under
this part, will conduct a review to de-
termine the extent to which such as-
sistance is needed to supplement as-
sistance programs provided by State
and local governments and private or-
ganizations and, on the basis of that
review, prepare and submit a rec-
ommendation and report for consider-
ation by the Administrator. Upon ap-
proval by the Administrator and his
advancement of funds for carrying out
the approved assistance, the Secretary
may, within the limits of the funds ad-
vanced, provide the approved services
either directly or through a grant or
contract.

(c) Eligibility for services. (1) In order
to be eligible for the professional men-
tal health crisis counseling services
available under this part an individual
must:

(i) Have been located within the des-
ignated major disaster area or have
been a resident of such area at the time
of the major disaster or its aftermath;
and

(ii) Have a mental health problem
which was caused or aggravated by the
major disaster or its aftermath.

(2) Disaster workers who are avail-
able on short notice to provide profes-
sional mental health crisis counseling
services in a major disaster area are el-
igible for training under this part.

(d) Time Ilimitation. Contracts and
grants awarded under this part will not
continue beyond 180 days after the first
day services are provided pursuant to
such contracts and grants, except that
upon the recommendation of the Sec-
retary (1) the Regional Director may
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extend the 180 day period for up to 30
days or (2) the Administrator may ex-
tend the 180 day period for more than
30 days.

§38.4 Contracts.

(a) Eligibility. Public agencies and pri-
vate mental health organizations
which are determined by the Secretary
to be capable of providing the profes-
sional mental health crisis counseling
services or mental health training of
disaster workers needed as a result of a
major disaster are eligible for the
award of a contract under this part.

(b) Use of local agencies. Preference
will be given to the extent feasible and
practicable, to those agencies and orga-
nizations which are located or do busi-
ness primarily in the area affected by
the major disaster.

(c) General requirements. Contracts
under this part shall be entered into
and carried out in accordance with the
provisions of chapters 1 and 3 of title 41
of the Code of Federal Regulations and
all other applicable laws and regula-
tions.

(d) Payments. The Secretary shall
from time to time make payments to
the contractor of all or a portion of the
contract award, either by way of reim-
bursement for expenses incurred or in
advance for expenses to be incurred, to
the extent he determines such pay-
ments are necessary to promote
prompt initiation and advancement of
the services to be provided under the
contract. All payments not expended
by the contractor within the period of
the contract shall be returned to the
Secretary.

(e) Reports. Contractors shall submit
the following reports to the Secretary:

(1) Progress reports, to be submitted
at the end of the first 30 days of the
contract period and every 30 days
therafter;

(2) A final report to be submitted
within 60 days of the date upon which
the contract terminates; and

(3) Such additional reports as the
Secretary may prescribe including
those which may be required to enable
the Federal Coordinating Officer to
carry out his functions.

42 CFR Ch. I (10-1-14 Edition)

§38.5

(a) Eligibility. Public agencies and pri-
vate nonprofit mental health organiza-
tions which are determined by the Sec-
retary to be capable of providing the
professional mental health crisis coun-
seling services or mental health train-
ing of disaster workers needed as a re-
sult of a major disaster are eligible for
a grant award under this part.

(b) Application. The application shall
contain:

(1) A proposed plan for the provision
of the services for which grant assist-
ance is requested;

(2) A proposed budget for the expendi-
ture of the requested grant funds; and

(3) Such other pertinent information
and assurances as the Secretary may
require.

(¢) Grant awards. (1) Preference will
be given, to the extent feasible and
practicable, to those public and private
nonprofit agencies and organizations
which are located or do business pri-
marily in the area affected by the
major disaster.

(2) Within the limits of the funds ad-
vanced by the Administrator, the
amount of any grant award shall be de-
termined on the basis of the Sec-
retary’s estimate of the sum necessary
to carry out the grant purpose.

(3) Neither the approval of any appli-
cation nor the award of any grant com-
mits or obligates the United States in
any way to make any additional, sup-
plemental, continuation, or other
award with respect to any approved ap-
plication or portion of an approved ap-
plication.

(d) Other HHS regulations that apply.
Several other regulations apply to
grants under this grant. These include,
but are not limited to:

Grant assistance.

42 CFR part 50, subpart D—Public Health
Service grant appeals procedure

45 CFR part 16—Procedures of the Depart-
mental Grant Appeals Board

45 CFR part 74—Administration of grants

45 CFR part 75—Informal grant appeals pro-
cedures

45 CFR part 80—Nondiscrimination under
programs receiving Federal assistance
through the Department of Health and
Human Services effectuation of Title VI of
the Civil Rights Act of 1964

45 CFR part 81—Practice and procedure for
hearings under part 80 of this title
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45 CFR part 84—Nondiscrimination on the
basis of handicap in programs and activi-
ties receiving or benefiting from Federal
financial assistance

45 CFR part 86—Nondiscrimination on the
basis of sex in education programs and ac-
tivities receiving or benefiting from Fed-
eral financial assistance

45 CFR part 91—Nondiscrimination on the
basis of age in HHS programs or activities
receiving Federal financial assistance

(e) Expenditure of grant funds. Any
funds granted pursuant to this part
shall be expended solely for the pur-
poses for which the funds were granted
in accordance with the approved appli-
cation and budget, the regulations of
this part, the terms and the conditions
of the award, and the applicable cost
principles prescribed in subpart Q of 45
CFR part 74.

(f) Reports. In exceptional cir-
cumstances, a grantee may be required
to submit special progress reports, in
addition to those otherwise required,
relating to the conduct and results of
the approved grant.

[41 FR 52052, Nov. 26, 1976, as amended at 45
FR 57396, Aug. 28, 1980; 49 FR 38109, Sept. 27,
1984]

§38.6

Attention is called to the require-
ments of 24 CFR 2205.13 relating to non-
discrimination on the grounds of race.
religion, sex, color, age, economic sta-
tus, or national origin in the provision
of disaster assistance.

Nondiscrimination.

§38.7 Nonliability.

Attention is called to section 308 of
the Act (42 U.S.C. 5148) which provides

§38.9

that the Federal Government shall not
be liable for any claim based upon the
exercise or performance of or the fail-
ure to exercise or perform a discre-
tionary function or duty on the part of
a Federal agency or an employee of the
Federal Government in carrying out
the provisions of the Act.

§38.8 Criminal and civil penalties.

Attention is called to section 317 of
the Act (42 U.S.C. 5157) which provides:

(a) Any individual who fraudulently or
willfully misstates any fact in connection
with a request for assistance under this Act
shall be fined not more than $10,000 or im-
prisoned for not more than one year or both
for each violation.

(b) Any individual who knowingly violates
any order or regulation under this Act shall
be subject to a civil penalty of not more than
$5,000 for each violation.

(c) Whoever knowingly misapplies the pro-
ceeds of a loan or other cash benefit obtained
under any section of this Act shall be subject
to a fine in an amount equal to one and one
half times the original principal amount of
the loan or cash benefit.

§38.9 Federal audits.

The Secretary, the Administrator,
and the Comptroller General of the
United States, or their duly authorized
representatives shall have access to
any books, documents, papers, and
records that pertain to Federal funds,
equipment, and supplies received under
this part for the purpose of audit and
examination.
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AUTHORITY: Sec. 215, Public Health Service

Act, 58 Stat. 690 (42 U.S.C. 216); Sec. 1006,

Public Health Service Act, 84 Stat. 1507 (42

U.S.C. 300a-4), unless otherwise noted.

SOURCE: 43 FR 52165, Nov. 8, 1978, unless
otherwise noted.

Subpart A [Reserved]

Subpart B—Sterilization of Persons
in Federally Assisted Family
Planning Projects

§50.201 Applicability.

The provisions of this subpart are ap-
plicable to programs or projects for
health services which are supported in
whole or in part by Federal financial
assistance, whether by grant or con-
tract, administered by the Public
Health Service.

§50.202 Definitions.

As used in this subpart:

Arrange for means to make arrange-
ments (other than mere referral of an
individual to, or the mere making of an
appointment for him or her with, an-
other health care provider) for the per-
formance of a medical procedure on an
individual by a health care provider
other than the program or project.

Hysterectomy means a medical proce-
dure or operation for the purpose of re-
moving the uterus.

Institutionalized individual means an
individual who is (1) involuntarily con-
fined or detained, under a civil or
criminal statute, in a correctional or
rehabilitative facility, including a
mental hospital or other facility for
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the care and treatment of mental ill-
ness, or (2) confined, under a voluntary
commitment, in a mental hospital or
other facility for the care and treat-
ment of mental illness.

Mentally incompetent individual means
an individual who has been declared
mentally incompetent by a Federal,
State, or local court of competent ju-
risdiction for any purpose unless he or
she has been declared competent for
purposes which include the ability to
consent to sterilization.

Public Health Service means the Office
of the Assistant Secretary for Health,
Health Resources and Services Admin-
istration, National Institutes of
Health, Centers for Disease Control,
Alcohol, Drug Abuse and Mental
Health Administration and all of their
constituent agencies.

The Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

Sterilication means any medical pro-
cedure, treatment, or operation for the
purpose of rendering an individual per-
manently incapable of reproducing.

[43 FR 52165, Nov. 8, 1978, as amended at 49
FR 38109, Sept. 27, 1984]

§50.203 Sterilization of a mentally
competent individual aged 21 or
older.

Programs or projects to which this
subpart applies shall perform or ar-
range for the performance of steriliza-
tion of an individual only if the fol-
lowing requirements have been met:

(a) The individual is at least 21 years
old at the time consent is obtained.

(b) The individual is not a mentally
incompetent individual.

(¢c) The individual has voluntarily
given his or her informed consent in
accordance with the procedures of
§50.204 of this subpart.

(d) At least 30 days but not more
than 180 days have passed between the
date of informed consent and the date
of the sterilization, except in the case
of premature delivery or emergency ab-
dominal surgery. An individual may
consent to be sterilized at the time of
premature delivery or emergency ab-
dominal surgery, if at least 72 hours

§50.204

have passed after he or she gave in-
formed consent to sterilization. In the
case of premature delivery, the in-
formed consent must have been given
at least 30 days before the expected
date of delivery.

§50.204 Informed
ment.

consent require-

Informed consent does not exist un-
less a consent form is completed volun-
tarily and in accordance with all the
requirements of this section and §50.205
of this subpart.

(a) A person who obtains informed
consent for a sterilization procedure
must offer to answer any questions the
individual to be sterilized may have
concerning the procedure, provide a
copy of the consent form, and provide
orally all of the following information
or advice to the individual who is to be
sterilized:

(1) Advice that the individual is free
to withhold or withdraw consent to the
procedure any time before the steri-
lization without affecting his or her
right to future care or treatment and
without loss or withdrawal of any fed-
erally funded program benefits to
which the individual might be other-
wise entitled:

(2) A description of available alter-
native methods of family planning and
birth control;

(3) Advice that the sterilization pro-
cedure is considered to be irreversible;

(4) A thorough explanation of the
specific sterilization procedure to be
performed;

(5) A full description of the discom-
forts and risks that may accompany or
follow the performing of the procedure,
including an explanation of the type
and possible effects of any anesthetic
to be used;

(6) A full description of the benefits
or advantages that may be expected as
a result of the sterilization; and

(7) Advice that the sterilization will
not be performed for at least 30 days
except under the circumstances speci-
fied in §50.203(d) of this subpart.

(b) An interpreter must be provided
to assist the individual to be sterilized
if he or she does not understand the
language used on the consent form or
the language used by the person ob-
taining the consent.

201



§50.205

(c) Suitable arrangements must be
made to insure that the information
specified in paragraph (a) of this sec-
tion is effectively communicated to
any individual to be sterilized who is
blind, deaf or otherwise handicapped.

(d) A witness chosen by the indi-
vidual to be sterilized may be present
when consent is obtained.

(e) Informed consent may not be ob-
tained while the individual to be steri-
lized is:

(1) In labor or childbirth;

(2) Seeking to obtain or obtaining an
abortion; or

(3) Under the influence of alcohol or
other substances that affect the indi-
vidual’s state of awareness.

(f) Any requirement of State and
local law for obtaining consent, except
one of spousal consent, must be fol-
lowed.

§50.205

(a) Required consent form. The consent
form appended to this subpart or an-
other consent form approved by the
Secretary must be used.

(b) Required signatures. The consent
form must be signed and dated by:

(1) The individual to be sterilized;
and

(2) The interpreter, if one is provided;
and

(3) The person who obtains the con-
sent; and

(4) The physician who will perform
the sterilization procedure.

(c) Required certifications. (1) The per-
son obtaining the consent must certify
by signing the consent form that:

(i) Before the individual to be steri-
lized signed the consent form, he or she
advised the individual to be sterilized
that no Federal benefits may be with-
drawn because of the decision not to be
sterilized,

(ii) He or she explained orally the re-
quirements for informed consent as set
forth on the consent form, and

(iii) To the best of his or her knowl-
edge and belief, the individual to be
sterilized appeared mentally com-
petent and knowingly and voluntarily
consented to be sterilized.

(2) The physician performing the
sterilization must certify by signing
the consent form, that:

Consent form requirements.

42 CFR Ch. I (10-1-14 Edition)

(i) Shortly before the performance of
the sterilization, he or she advised the
individual to be sterilized that no Fed-
eral benefits may be withdrawn be-
cause of the decision not to be steri-
lized,

(ii) He or she explained orally the re-
quirements for informed consent as set
forth on the consent form, and

(iii) To the best of his or her knowl-
edge and belief, the individual to be
sterilized appeared mentally com-
petent and knowingly and voluntarily
consented to be sterilized. Except in
the case of premature delivery or emer-
gency abdominal surgery, the physi-
cian must further certify that at least
30 days have passed between the date of
the individual’s signature on the con-
sent form and the date upon which the
sterilization was performed. If pre-
mature delivery occurs or emergency
abdominal surgery is required within
the 30-day period, the physician must
certify that the sterilization was per-
formed less than 30 days but not less
than 72 hours after the date of the indi-
vidual’s signature on the consent form
because of premature delivery or emer-
gency abdominal surgery, as applica-
ble. In the case of premature delivery,
the physician must also state the ex-
pected date of delivery. In the case of
emergency abdominal surgery, the phy-
sician must describe the emergency.

(3) If an interpreter is provided, the
interpreter must certify that he or she
translated the information and advice
presented orally, read the consent form
and explained its contents and to the
best of the interpreter’s knowledge and
belief, the individual to be sterilized
understood what the interpreter told
him or her.

§50.206 Sterilization of a mentally in-
competent individual or of an insti-
tutionalized individual.

Programs or projects to which this
subpart applies shall not perform or ar-
range for the performance of a steri-
lization of any mentally incompetent
individual or institutionalized indi-
vidual.

§50.207 Sterilization by hysterectomy.

(a) Programs or projects to which
this subpart applies shall not perform
or arrange for the performance of any
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hysterectomy solely for the purpose of
rendering an individual permanently
incapable of reproducing or where, if
there is more than one purpose to the
procedure, the hysterectomy would not
be performed but for the purpose of
rendering the individual permanently
incapable of reproducing.

(b) Except as provided in paragraph
(c) of this section, programs or projects
to which this subpart applies may per-
form or arrange for the performance of
a hysterectomy not covered by para-
graph (a) of this section only if:

(1) The person who secures the au-
thorization to perform the
hysterectomy has informed the indi-
vidual and her representative, if any,
orally and in writing, that the
hysterectomy will make her perma-
nently incapable of reproducing; and

(2) The individual or her representa-
tive, if any, has signed a written ac-
knowledgment of receipt of that infor-
mation.

(c)(1) A program or project is not re-
quired to follow the procedures of para-
graph (b) of this section if either of the
following circumstances exists:

(i) The individual is already sterile at
the time of the hysterectomy.

(ii) The individual requires a
hysterectomy because of a life-threat-
ening emergency in which the physi-
cian determines that prior acknowledg-
ment is not possible.

(2) If the procedures of paragraph (b)
of this section are not followed because
one or more of the circumstances of
paragraph (c)(1) exist, the physician
who performs the hysterectomy must
certify in writing:

(i) That the woman was already ster-
ile, stating the cause of that sterility;
or

(i) That the hysterectomy was per-
formed under a life-threatening emer-
gency situation in which he or she de-
termined prior acknowledgment was
not possible. He or she must also in-
clude a description of the nature of the
emergency.

[43 FR 52165, Nov. 8, 1978, as amended at 47

FR 33701, Aug. 4, 1982]

§50.208 Program or project require-
ments.

(a) A program or project must, with
respect to any sterilization procedure
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or hysterectomy it performs or ar-
ranges, meet all requirements of this
subpart.

(b) The program or project shall
maintain sufficient records and docu-
mentation to assure compliance with
these regulations, and must retain
such data for at least 3 years.

(c) The program or project shall sub-
mit other reports as required and when
requested by the Secretary.

§50.209 Use of Federal financial assist-
ance.

(a) Federal financial assistance
adminstered by the Public Health Serv-
ice may not be used for expenditures
for sterilization procedures unless the
consent form appended to this section
or another form approved by the Sec-
retary is used.

(b) A program or project shall not use
Federal financial assistance for any
sterilization or hysterectomy without
first receiving documentation showing
that the requirements of this subpart
have been met. Documentation in-
cludes consent forms, and as applica-
ble, either acknowledgments of receipt
of hysterectomy information or certifi-
cation of an exception for
hysterectomies.

[43 FR 52165, Nov. 8, 1978, as amended at 47
FR 33701, Aug. 4, 1982]

§50.210 Review of regulation.

The Secretary will request public
comment on the operation of the provi-
sions of this subpart not later than 3
years after their effective date.

APPENDIX TO SUBPART B OF PART 50—
REQUIRED CONSENT FORM

NoTIcE: YOUR DECISION AT ANY TIME
NOT TO BE STERILIZED WILL NOT RE-
SULT IN THE WITHDRAWAL OR WITH-
HOLDING OF ANY BENEFITS PROVIDED
BY PROGRAMS OR PROJECTS RECEIVING
FEDERAL FUNDS.

CONSENT TO STERILIZATION

I have asked for and received information
about sterilization from ) (doc-
tor or clinic). When I first asked for the in-
formation, I was told that the decision to be
sterilized is completely up to me. I was told
that I could decide not to be sterilized. If I
decide not to be sterilized, my decision will
not affect my right to future care or treat-
ment. I will not lose any help or benefits
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from programs receiving Federal funds, such
as A.F.D.C. or medicaid that I am now get-
ting or for which I may become eligible.

I UNDERSTAND THAT THE STERILIZA-
TION MUST BE CONSIDERED PERMA-
NENT AND NOT REVERSIBLE. I HAVE DE-
CIDED THAT I DO NOT WANT TO BECOME
PREGNANT, BEAR CHILDREN OR FATHER
CHILDREN.

I was told about those temporary methods
of birth control that are available and could
be provided to me which will allow me to
bear or father a child in the future. I have re-
jected these alternatives and chosen to be
sterilized.

I understand that I will be sterilized by an
operation known as a . The dis-
comforts, risks and benefits associated with
the operation have been explained to me. All
my questions have been answered to my sat-
isfaction.

I understand that the operation will not be
done until at least 30 days after I sign this
form. I understand that I can change my
mind at any time and that my decision at
any time not to be sterilized will not result
in the withholding of any benefits or medical
services provided by federally funded pro-
grams.

I am at least 21 years of age and was born

on  (day),  (month),  (year).
1, , hereby consent of my own
free will to be sterilized by by

a method called . My consent
expires 180 days from the date of my signa-
ture below.

I also consent to the release of this form
and other medical records about the oper-
ation to:

Representatives of the Department of
Health and Human Services or

Employees of programs or projects funded
by that Department but only for deter-
mining if Federal laws were observed.

I have received a copy of this form.

Signature

Date:

(Month, day, year)

You are requested to supply the following
information, but it is not required:

Ethnicity and Race Designation
Ethnicity:
[J Hispanic or Latino
O Not Hispanic or Latino
Race (mark one or more):
O American Indian or Alaska Native
O Asian
O Black or African American

[ Native Hawaiian or Other Pacific Islander
[0 White

42 CFR Ch. | (10-1-14 Edition)

INTERPRETER’S STATEMENT

If an interpreter is provided to assist the
individual to be sterilized:

I have translated the information and ad-
vice presented orally to the individual to be
sterilized by the person obtaining this con-
sent. I have also read him/her the consent
form in language and explained
its contents to him/her. To the best of my
knowledge and belief he/she understood this
explanation.

Interpreter

Date

STATE OF PERSON OBTAINING CONSENT

Before (name of individual),
signed the consent form, I explained to him/
her the nature of the sterilization operation

, the fact that it is intended to
be a final and irreversible procedure and the
discomforts, risks and benefits associated
with it.

I counseled the individual to be sterilized
that alternative methods of birth control are
available which are temporary. I explained
that sterilization is different because it is
permanent.

I informed the individual to be sterilized
that his/her consent can be withdrawn at any
time and that he/she will not lose any health
services or any benefits provided by Federal
funds.

To the best of my knowledge and belief the
individual to be sterilized is at least 21 years
old and appears mentally competent. He/She
knowingly and voluntarily requested to be
sterilized and appears to understand the na-
ture and consequence of the procedure.

Signature of person obtaining consent
Date

Facility

Address

PHYSICIAN’S STATEMENT

Shortly before I performed a sterilization
operation upon (name of indi-
vidual to be sterilized), on (date of
sterilization), (operation), I ex-
plained to him/her the nature of the steri-
lization operation (specify type
of operation), the fact that it is intended to
be a final and irreversible procedure and the
discomforts, risks and benefits associated
with it.

I counseled the individual to be sterilized
that alternative methods of birth control are
available which are temporary. I explained
that sterilization is different because it is
permanent.

I informed the individual to be sterilized
that his/her consent can be withdrawn at any
time and that he/she will not lose any health
services or benefits provided by Federal
funds.
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To the best of my knowledge and belief the
individual to be sterilized is at least 21 years
old and appears mentally competent. He/She
knowingly and voluntarily requested to be
sterilized and appeared to understand the na-
ture and consequences of the procedure.

(Instructions for use of alternative final para-
graphs: Use the first paragraph below except
in the case of premature delivery or emer-
gency abdominal surgery where the steriliza-
tion is performed less than 30 days after the
date of the individual’s signature on the con-
sent form. In those cases, the second para-
graph below must be used. Cross out the
paragraph which is not used.)

(1) At least 30 days have passed between
the date of the individual’s signature on this
consent form and the date the sterilization
was performed.

(2) This sterilization was performed less
than 30 days but more than 72 hours after the
date of the individual’s signature on this
consent form because of the following cir-
cumstances (check applicable box and fill in
information requested):

[0 Premature delivery

Individual’s expected date of delivery:
] Emergency abdominal surgery:
(Describe circumstances):

Physician

Date

Paperwork Reduction Act Statement

A Federal agency may not conduct or
sponsor, and a person is not required to re-
spond to, a collection of information unless
it displays the currently valid OMB control
number. Public reporting burden for this col-
lection of information will vary; however, we
estimate an average of one hour per re-
sponse, including for reviewing instructions,
gathering and maintaining the necessary
data, and disclosing the information. Send
any comment regarding the burden estimate
or any other aspect of this collection of in-
formation to the OS Reports Clearance Offi-
cer, ASBTF/Budget Room 503 HHH Building,
200 Independence Avenue, SW., Washington,
DC 20201.

Respondents should be informed that the
collection of information requested on this
form is authorized by 42 CFR part 50, subpart
B, relating to the sterilization of persons in
federally assisted public health programs.
The purpose of requesting this information is
to ensure that individuals requesting steri-
lization receive information regarding the
risks, benefits and consequences, and to as-
sure the voluntary and informed consent of
all persons undergoing sterilization proce-
dures in federally assisted public health pro-
grams. Although not required, respondents
are requested to supply information on their
race and ethnicity. Failure to provide the
other information requested on this consent
form, and to sign this consent form, may re-

§50.302

sult in an inability to receive sterilization
procedures funded through federally assisted
public health programs.

All information as to personal facts and
circumstances obtained through this form
will be held confidential, and not disclosed
without the individual’s consent, pursuant
to any applicable confidentiality regula-
tions.

[43 FR 52165, Nov. 8, 1978, as amended at 58
FR 33343, June 17, 1993; 68 FR 12308, Mar. 14,
2003]

Subpart C—Abortions and Related
Medical Services in Federally
Assisted Programs of the Pub-
lic Health Service

AUTHORITY: Sec. 118, Pub. L. 96-86, Oct. 12,
1979, unless otherwise noted.

SOURCE: 43 FR 4570, Feb. 2, 1978, unless oth-
erwise noted.

§50.301 Applicability.

The provisions of this subpart are ap-
plicable to programs or projects for
health services which are supported in
whole or in part by Federal financial
assistance, whether by grant or con-
tract, appropriated to the Department
of Health and Human Services and ad-
ministered by the Public Health Serv-
ice.

§50.302 Definitions.

As used in this subpart: (a) Law en-
forcement agency means an agency, or
any part thereof, charged under appli-
cable law with enforcement of the gen-
eral penal statutes of the United
States, or of any State or local juris-
diction.

(b) Medical procedures performed upon
a victim of rape or incest means any
medical service, including an abortion,
performed for the purpose of pre-
venting or terminating a pregnancy
arising out of an incident of rape or in-
cest.

(¢) Physician means a doctor of medi-
cine or osteopathy legally authorized
to practice medicine and surgery by
the State in which he or she practices.

(d) Public health service means: (1) An
agency of the United States or of a
State or local government, that pro-
vides health or medical services; and

(2) A rural health clinic, as defined
under section 1(d)(aa)(2) of Pub. L. 95—
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210, 91 Stat. 1485; except that any agen-
cy or facility whose principal function
is the performance of abortions is spe-
cifically excluded from this definition.

§50.303 General rule.

Federal financial participation is not
available for the performance of an
abortion in programs or projects to
which this subpart applies except under
circumstances described in §50.304 or
§50.306.

[43 FR 4570, Feb. 2, 1978, as amended at 44 FR
61598, Oct. 26, 1979]

§50.304 Life of the mother would be
endangered.

Federal financial participation is
available in expenditures for an abor-
tion when a physician has found, and so
certified in writing to the program or
project, that on the basis of his/her
professional judgment, the life of the
mother would be endangered if the
fetus were carried to term. The certifi-
cation must contain the name and ad-
dress of the patient.

(Sec. 101, Pub. L. 95-205, 91 Stat. 1461, Dec. 9,
1977)

[43 FR 13868, July 21, 1978]
§50.305 [Reserved]

§50.306 Rape and incest.

Federal financial participation is
available in expenditures for medical
procedures performed upon a victim of
rape or incest if the program or project
has received signed documentation
from a law enforcement agency or pub-
lic health service stating:

(a) That the person upon whom the
medical procedure was performed was
reported to have been the victim of an
incident of rape or incest;

(b) The date on which the incident
occurred;

(c) The date on which the report was
made, which must have been within 60
days of the date on which the incident
occurred;

(d) The name and address of the vic-
tim and the name and address of the
person making the report (if different
from the victim); and

(e) That the report included the sig-
nature of the person who reported the
incident.
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Federal financial participation is also
available in expenditures for abortions
for victims of rape or incest under the
circumstances described in §50.304
without regard to the requirements of
the preceding sentence.

(Sec. 101, Pub. L. 95-205, 91 Stat. 1461, Dec. 9,
1977)

[43 FR 13868, July 21, 1978, as amended at 44
FR 61598, Oct. 26, 1979]

§50.307 Documentation needed by pro-
grams or projects.

Federal financial participation is un-
available for the performance of abor-
tions or other medical procedures oth-
erwise provided for under §§50.304 and
50.306 if the program or project has
paid without first having received the
certifications and documentation spec-
ified in those sections.

[43 FR 4570, Feb. 2, 1978, as amended at 44 FR
61598, Oct. 26, 1979]

§50.308 Drugs and devices and termi-
nation of ectopic pregnancies.

Federal financial participation is
available with respect to the cost of
drugs or devices to prevent implanta-
tion of the fertilized ovum, and for
medical procedures necessary for the
termination of an ectopic pregnancy.

§50.309 Recordkeeping requirements.

Programs or projects to which this
subpart applies must maintain copies
of the certifications and documenta-
tion specified in §§50.304 and 50.306 for
three years pursuant to the retention
and custodial requirements for records
at 45 CFR 74.20 et seq.

[43 FR 4570, Feb. 2, 1978, as amended at 44 FR
61598, Oct. 26, 1979]

§50.310 Confidentiality.

Information in the records or in the
possession of programs or projects
which is acquired in connection with
the requirements of this subpart may
not be disclosed in a form which per-
mits the identification of an individual
without the individual’s consent except
as may be necessary for the health of
the individual or as may be necessary
for the Secretary to monitor the ac-
tivities of those programs or projects.
In any event, any disclosure shall be
subject to appropria